
15-AUG-94 

93046 TABLE : A 010 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL BODY WEIGHT CHANGE DURING GESTATION -- GRAMS 

TEST GROUP 1 (100 MC/KG RW/D) 
______________-__-_----------------------------------------------------------------------------------------------------------- -a--- 

DAY OF GESTATION 
FEMALE# 0 - 1 1 - 3 3 - 6 6 - a 8 - 10 10 - 13 13 - 15 15 - 17 17 - 20 

_______________^-_____________^_________---------------------------------------------------------------------“--------------- ----a- 

MEAN 
S.D. 

N 

-0.9 

E 
8:2 

12.2 
4.3 

;:I 

::i 

NP 

-0.2 
NP -1.6 
NP 

k! 
2:5 

::: 

NP 

?Y 
6:l 
1.1 

33i! 
21 

6.3 
7.0 

13.0 
6.7 

162:; 
it: 
Ki 

10:7 
13.5 
18.9 
12.2 

1El 

1::; 
12.4 

:02:; 
17.4 
15.8 
11.7 
11.1 

11.0 
3.32 

21 

15.3 
18.8 

::*: 
;;:; 

14:6 
15.4 
14.3 
16.4 
17.0 

3.8 
10.6 
10.6 
10.0 

a.4 
9.2 

::; 

2:: 
a.2 
9.0 

13.1 

T 

1::; 
I?92 
22:3 
13.6 

2;:: 

::*: 
16:2 

8.4 

is: 
12:2 

:*: 
10:2 

K 
19:4 

9.7 
6.6 

11.2 
9.8 

x 
20:o 
18.9 
21.2 

‘:*: 
16:2 
18.9 
13.2 
19.5 
11.9 

1::: 
12.8 

-;-; 
11:5 

Z-Y 
lb:5 

x 
r&3:9 

3.0 

j*: 
15:9 
14.1 

K 
5:8 

K 
10:2 
10.4 

-1:-i 
13:1 

-;*; 
-2:9 
15.9 
11.5 

1::: 

:;*i . 

-:?I 

18.2 

:x 
20:9 

::*; 
22:9 

2&E 
17:6 

0.4 

2x 
2917 
21.5 
29.1 
22.7 
24.4 
26.6 

6.9 

E 
5817 
61.5 
60.7 
58.8 
57.4 
56.4 
48.3 
50.7 
48.9 
28.1 
-5.4 
48.9 
44.6 
-5.0 
-0.6 
39.3 
61.0 
47.0 
54.0 
48.3 

z4” 
2:5 

11.7 17.1 10.2 23.4 49.3 
4.73 4.36 5.46 4.20 10.18 

21 21 21 21 21 

NP=NOT PREGNANT x=EXCLUDEll FROM MEAN 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TO,XICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAvAGE) 
INDIVIDUAL MATERNAL BODY HEIGHT CHANGE DURING GESTATION -- GRAMS 

TABLE : A 011 

TEST GROUP 2 (400 MG/KG BW/D) 
___-_____-__-_______--------------------------------------------------------------------------------------------------------------- 

DAY 
FEMALEt o- 1 OFIGEST$TION 3- 6 b - 8 8 - 10 10 - 13 13 - 15 15 - 17 17 - 20 

___________________________________^____---------- -----------------^-_____________________----------------------------------------- 

:: 
53x 

:z 
56 
57 

z: 
00 
61 
62 
63x 
64 

k? 
67 
68x 
69 
70 

:: 

:: 
75x 

5.3 
5.7 

NP 
:4 

11:9 

;*i 
5:o 

12.2 22.0 

Zi 
16.3 
16.6 

i.8 22.2 

6.; 
18.8 

10:6 
10.8 

5.6 

10.3 20.3 

ii-: 
24.9 

13:6 1;:: 

‘ki 
0:3 

11.3 18.5 
13.9 19.0 

-E 
17.2 15.1 

NP 
418 

K:! 10.7 
16.9 

15.4 13.5 
12.7 19.9 
13.5 23.9 

:*: 
12.4 

815 
20.8 
13.8 

14.2 15.7 
12.9 10.1 

Y*i 
11:2 

;+; 
10:7 

14.6 8.3 
17.2 9.9 
12.9 11.5 
14.7 14.2 
10.2 11.2 
11.0 -4.2 

6.6 20.8 

1Z I?; 
11.7 lb:9 
1;.: 21.9 

16:8 :z 
20.2 13:5 

4.1 

1Z 2E 20:4 

1::; 17.3 19.4 

15.0 24.8 
11.2 24.0 

2:; -13.5 16.9 

15.1 24.5 
-;-: 25.5 

13:9 2:.: 
14.7 34:2 
12.2 26.5 
13.1 26.8 
-2.1 -4.8 

N P 

tEiN 
‘N’ 

3% 
21 

11.5 14.9 

4.:: 
4.34 

21 

;:2 -11.9 14.4 

1;:: 21.9 15.2 

1:*: 
10:5 

K-i 
18:2 

1.7 3.5 

10.3 18.4 
4.07 

21 3*:t 

9.9 26.6 

1E 
27.9 

13:3 
26.7 
31.0 

15.2 26.6 
14.9 24.2 
-5.5 10.6 

11.8 23.6 
3.22 5.62 

21 21 

56.7 
46.4 

3::; 

ZY: 
56:8 
39.2 
51.4 
44.7 
52.5 

It;*: 
4712 
49.7 
55.6 
47.5 

6.4 
43.3 
49.8 
51.2 
50.2 
54.4 

y; . 

48.8 
6.06 

21 

NP=NOT PREGNANT x=EXCLlJDED FROM MEAN 



15-AUG-94 

93046 TABLE : A 012 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUOY IN RATS 

ORAL ADMINISTRATION (GAvAGE) 
INDIVIDUAL MATERNAL BODY WEIGHT CHANGE DURING GESTATION -- GRAMS 

TEST GROUP 3 (1,000 MG/KG BW/D) 
______________________^_________________---------------------------------------- -_--________________I___________________---- -e-e--- 

DAY 
FEMALE# o-1 0FlGEST;TION - 3- 6 6- 8 8 - 10 10 - 13 13 - 15 15 - 17 17 - 20 

;-: 10.1 

0:7 2; 

23.4 12.9 

E 813 
918 1;:; 

E 15:9 
14.7 

-1.0 17.9 
5.0 

k: 
16.8 

:*: E 19.7 

6:7 -0:5 K' 
9.5 12.5 16:7 

10:2 2; 
14.7 
11.9 15.8 

:Yi 
19:3 

2.2 15.9 11.9 

;*z 
217 

10.9 13.1 2; 
10.7 

k! 1::: lib: 818 
NP ii:!! 14.9 6.0 

14.6 18.8 

-E 17.1 11.6 13.7 7.2 

MEAN 
3% 

10.6 14.7 
S.D. 4.24 5.07 

N 24 24 24 

1z 
k”2 
i:: 
ii:‘: 

1::: 
1f-i 
10:6 

6.0 

i:: 

::: 

KJ 
10:7 

2; 
10:3 

6.9 

6% 
24 

:i*: 
12:1 
13.4 

193'; 
ll:o 
11.3 
13.0 

1E 
11:2 

i-i 
17:4 

:z 
10:1 

1% 
8:5 

;:; 

'Z:! 

17.2 
18.7 
19.7 
14.5 
22.7 
19.5 
17.5 
26.6 

ET 
la:6 
25.7 
16.6 
20.9 

:"3*; 
17:9 
16.9 
13.1 

::-i 
-217 
21.4 
15.4 
13.7 

K 
11:3 
12.2 

1::: 

1;:: 

Ii:! 

1z 
12:8 
17.5 
11.2 

:*"2 
818 
7.2 

j*: 
14:1 
13.8 
11.0 

29.3 
23.9 
21.9 
19.3 
22.6 
25.5 
24.0 
20.2 
20.6 
19.7 
21.1 
29.9 
28.5 
31.8 
36.7 
24.9 
21.1 
30.9 
28.3 
28.4 
25.8 
-6.5 
29.8 
21.9 
25.7 

60.9 
55.3 
62.8 
45.1 

E: 
57:1 
58.1 

z;-; 
43:5 
46.8 
48.3 
55.2 
58.3 
45.6 

4z.: 
52:2 
47.8 

12.0 18.7 11.0 25.5 49.9 
4.40 3.52 3.62 4.54 8.42 

24 24 24 24 24 

NP-NOT PREGNANT X-EXCLUDED FROM MEAN 



15-AUG-94 

93046 TABLE : A 013 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL UTERINE WEIGHTS AND NET MATERNAL BODY WEIGHT CHANGE -- GRAMS 

TEST GROUP 0 (0 MG/KG BW/D) 

UTERUS CARCASS NET WEIGHT CHANGE WEIGHT CHANGE 
ANIMAL# WEIGHT WEIGHT FROM DAY 6 FROM DAY 6 

22 

;i 
25 

MEAN 
S.D. 

N 

CARCASS WE 
NET WEIGHT 

IGHT = 
CHANGE 

TERMINAL BODY WEIGHT MINUS U 
FROM DAY 6 = CARCASS WEIGHT 

76.0 

78.5 

97.2 

83.4 

112.5 

2-i 
93:5 

41.1 

85.1 
al.1 
65.7 
70.4 
71.7 
78.6 
40.1 

:E 
a417 

68.8 72.9 
79.0 
84.5 
79.9 
74.7 

77.2 
lb.9 

25 

319.2 

321.1 

340.4 

321.2 

.326.9 

332.7 320.1 

307.0 

333.9 
364.4 
292.2 
343.7 
306.8 
317.3 
348.1 
307.1 

%? 
324:3 

x 
31918 
325.5 
293.1 
304.1 

322.3 
16.8 

25 

TERINE WEIGHT 
MINUS DAY 6 BODY WEIGHT 

51.0 

E 
32:6 
42.8 
43.8 
48.7 
30.6 
40.5 
50.6 
26.4 
52.6 
26.5 
36.0 
49.5 

"5:*: 
4812 
31.5 
46.4 
47.7 
41.5 
37.7 
40.2 
46.1 

42.5 119.7 
8.5 17.9 

25 25 

127.0 

:‘K 
7317 

121.3 :x 
127:5 

:x 
107:5 
118.3 

96.9 
107.7 
128.1 

88.1 
138.3 

91.4 

::i*; 
120: b 
120.5 
122.2 
120.1 
120.8 



MEAN 
S.D. 

N 

2: 
71:5 

304.5 322.1 43.2 

::*I: 

105.4 69.0 

323.3 
94.5 315.4 36:4 ::E 
86.1 346.8 56.2 142:3 

82.9 330.6 46.5 80.5 289.9 21.1 :x 
96.7 327.1 42.0 13a:7 
74.0 317.9 44.9 118.9 
78.8 325.7 40.1 118.9 
75.4 327.8 45.4 120.8 
31.0 309.7 50.5 81.5 

NP 7z 294.0 -2.2 -1.5 

6817 313.0 297.9 47.8 36.7 122.1 105.4 
281.2 
272.5 
326.1 
337.7 
296.2 
326.9 
340.7 

z-: 
263:0 

319.0 
14.8 

21 
“X 

21 

1 

c*; 
19:8 
48.1 
06.9 
45.2 
21.2 
15.3 
13.4 
20.3 

17.8 
19.3 

21 

CARCASS WEIGHT = TERMINAL BODY WEIGHT MINUS UTERINE WEIGHT 
NET WEIGHT CHANGE FROM DAY 6 = CARCASS WEIGHT MINUS DAY 6 BODY WEIGHT 

NP=NOT PREGNANT X-EXCLUDED FROM MEAN 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXIC1 

ORAL ADMINISTRATION (GAVAGE 
INDIVIDUAL UTERINE WEIGHTS AND NET MATERNAL BODY 

TEST GROUP 2 (400 MG/KG BW/D) 

TABLE : A 015 
;Y STUDY IN RATS 

ifEIGHT CHANGE -- GRAMS 

___^___^_____^___^““__________________I_”””-””-““““““““““”””””””““““““““““““““““““““““““““””””””““““““““““““““““““““““““““””””“““”” 
UTERUS CARCASS NET WEIGHT CHANGE WEIGHT CHANGE 

ANIMAL# WEIGHT WEIGHT FROM DAY 6 FROM DAY 6 
__"__""__"____"-"""""""""""""""""""-"-"---""------""""""""""""""""-----"""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" 

MEAN 
S.D. 

N 

%:i 

NP 3::: 

3 
89:5 
47.8 
86.1 
59.8 
95.7 

NP ‘E 
94:1 
88.5 
76.6 
73.2 

NP 0.9 
49.7 
71.7 
82.2 
90.7 
85.2 
85.0 

NP 0.8 

75.5 
16.2 

21 

341.0 
296.8 
276.5 
324.4 

w 
319: 1 

:;::; 
327.8 
305.2 
318.0 
278.5 
332.1 
337.9 
319.9 
335.4 
269.0 

w 
32415 

x 
301:5 
247.4 

320.3 42.6 118.1 
18.9 8.8 15.4 

21 21 21 

49.9 
33.8 

4.6 
47.5 
42.0 
33.2 
45.7 
43.5 

WJ 
30:o 
40.7 

2ki 
50:1 
46.2 
54.6 

$fj 

45:5 
35.7 
48.7 
46.3 
11.4 

136.9 
112.4 

8i.i 
105:6 
104.8 
135.2 

91.3 

%2 
125:7 
113.5 

12z.i 
138:6 
122.8 
127.8 

CARCASS WEIGHT = TERMINAL BODY WEIGHT MINUS UTERINE WEIGHT 
NET WEIGHT CHANGE FROM DAY 6 = CARCASS WEIGHT MINUS DAY b BODY WEIGHT 

NP=NOT PREGNANT x=EXCLUDED FROM MEAN 



15-AUG-94 

93046 TABLE : A Oib 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL UTERINE WEIGHTS AND NET MATERNAL BODY WEIGHT CHANGE -- GRAMS 

TEST GROUP 3 (1,000 MG/KG BW/D) 
____________________________________^___----------------------------------------------------------------------------------- -------- 

UTERUS CARCASS NET WEIGHT CHANGE WEIGHT CHANGE 
ANIMAL# WEIGHT WEIGHT FROM DAY 6 FROM DAY 6 

_____________^_________L________________------------------------------------------------------------------------------------------- 

MEAN 
S.D. 

N 

97.3 

;?: 
b6:4 
75.2 
85.3 
78.7 
91.3 
67.0 
88.0 
64.5 

:A-: 
82:4 

%*l 
55:4 
79.8 
73.9 
62.7 
67.8 

NP 
8:'; 
79:9 
86.5 

306.7 

EC: 
305:2 
328.0 

E: 
331:2 

"JiTc 
303:9 
357.5 
332.3 

312.2 
330.9 
315.8 
270.0 
348.6 
312.5 
274.2 

78.5 322.7 
12.8 19.2 

24 24 

CARCASS WEIGHT = TERMINAL BODY WEIGHT MINUS U 
NET WEIGHT CHANGE FROM DAY 6 = CARCASS WEIGHT 

TERINE WEIGH 
MINUS DAY 6 

T 
BODY WEIGHT 

43.8 
31.8 

:"8-: . 
43.1 
41.2 
40.9 
46.5 
39.1 
45.0 
42.3 
59.0 
53.0 
53.3 
47.5 
48.6 
42.2 
35.3 
45.8 

43.5 
6.9 

24 

141.1 
127.6 
132.3 
104.7 
118.3 
126.5 
119.6 
137.8 
106.1 

E*II 
13O:Z 

::;*: 
153:9 
112.9 

97.6 

::;:3 
103.7 
109.0 

13::; 

i:z . 

122.1 
13.9 

24 

NP=NOT PREGNANT x-EXCLUDED FROM MEAN 



TABLE : A 017 

15-AUG-94 

93046 

TEST GROUP 0 (0 MG/KG EW/D) 

PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL MATERNAL CLINICAL OBSERVATIONS DURING GESTATION 

DAY OF 11111111112 
FEMALE# OBSERVATIONS GESTATION 012345678901234567890 

1 NOTHING ADNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

2 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

3 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

4 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

5 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

6 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

7 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

a NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

9 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

10 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

11 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

12 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

13 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

14 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

15 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

lb NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

17 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

18 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

19 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

20 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

21 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 
____________________--------------------------------------------------------------------------------------------------------------- 
CODE: l-SLIGHT 2-MODERATE 3-MARKED P-PRESENT 



Iii-AUG-94 

93046 TABLE : A 018 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL CLINICAL OBSERVAT!ONS DURING GESTATION 

TEST GROUP 0 (0 MG/KG DW/D) 

FEMALE# OBSERVATIONS 
DAY OF 11111111112 
GESTATION 012345678901234567890 

22 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

23 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

24 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

25 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 
-__^__-________--_____________________^_----------------------------------------------"--------------------------"----------------- 
CODE: l-SLIGHT 2-MODERATE 3-MARKED P-PRESENT 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL iOXICITY STUDY IN RATS 

TABLE : A 019 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL CLINICAL OBSERVATIONS DURING GESTATION 

TEST GROUP 1 (100 MG/KG QW/U) 

FEMALE# OBSERVATIONS 
-------___-_____-_______________________---- 

26 NOTHING ABNORMAL DETECTED 

27 NOTHING ABNORMAL DETECTED 

28 NOTHING ABNORMAL DETECTED 

29 NOTHING ABNORMAL DETECTED 

30 NOTHING ABNORMAL DETECTED 

31 NOTHING ABNORMAL DETECTED 

32 NOTHING ABNORMAL DETECTED 

33 NOTHING ABNORMAL DETECTED 

34 NOTHING ABNORMAL DETECTED 

35 NOTHING ABNORMAL DETECTED 

36 NOTHING ABNORMAL DETECTEO 

37 NOTHING ABNORMAL DETECTED 

30 NOTHING ABNORMAL DETECTED 

39 NOTHING ABNORMAL DETECTED 

40 NOTHING ABNORMAL DETECTED 

41 NOTHING ABNORMAL DETECTED 

42 NOTHING ABNORMAL OETECTED 

43 NOTHING ABNORMAL DETECTED 

44 NOTHING ABNORMAL DETECTED 

45 NOTHING ABNORMAL DETECTED 

46 NOTHING ABNORMAL DETECTED 
---_--__-__-_--_--_-___________^________---- 
CODE: l-SLIGHT 2-MODERATE 3-MARKED P-PRESENT 

DAY OF 
GESTATION 

11111111112 
012345678901234567890 -___--__---_-___----_________________^__-------------------------------------- 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPP‘PPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPP'PPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 
.--_-_------------------------------------------------------------------------- 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL CLINICAL OBSERVATI-6NS DURING GESTATION 

TEST GROUP 1 (100 MG/KG OW/D) 

TABLE : A 020 

FEMALE# OBSERVATIONS 
DAY OF 
GESTATION 

11111111112 
012345678901234567890 

------- ____________^_-------------------------------------------------------------------------------------------------------------- 

47 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

48 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

49 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

50 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 
_______--^------------------------------------------------------------------------------“------------------------------------------ 
CODE: l-SLIGHT 2-MODERATE 3-MARKED P-PRESENT 



15-AUG-94 

93046 TABLE : A 021 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUOY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL CLINICAL OBSERVATIONS DURING GESTATION 

TEST GROUP 2 (400 MG/KG BW/D) 
____________^-^-_-_-_______^____________------------------------------------------------------------------------------------------- 

DAY OF 11111111112 
FEMALE# OBSERVATIONS GESTATION 012345678901234567890 

__________^________---------------------------------------------------------------------------------------------------------------- 

51 NOTHING ABNORMAL DETECTED 

52 NOTHING ABNORMAL DETECTED 

53 NOTHING ABNORMAL DETECTED 

54 NOTHING ABNORMAL DETECTED 

55 NOTHING ABNORMAL DETECTED 

56 NOTHING ABNORMAL DETECTED 

57 NOTHING ABNORMAL DETECTED 

50 NOTHING ABNORMAL DETECTED 

59 NOTHING ABNORMAL DETECTED 

60 NOTHING ABNORMAL DETECTED 

61 NOTHING ABNORMAL DETECTED 

62 NOTHING ABNORMAL DETECTED 

63 NOTHING ABNORMAL DETECTED 

64 NOTHING ABNORMAL DETECTED 

65 NOTHING ABNORMAL DETECTED 

66 NOTHING ABNORMAL DETECTED 

67 NOTHING ABNORMAL DETECTED 

68 NOTHING ABNORMAL DETECTED 

69 NOTHING ABNORMAL DETECTED 

70 NOTHING ABNORMAL DETECTED 

71 NOTHING ABNORMAL DETECTED 
____________________------------------------------------- 
CODE: l-SLIGHT 2-MODERATE 3-MARKED P-PRESENT 

--- 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPFPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 

PPPPPPPPPPPPPPPPPPPPP 
_____-___--___--____--------------------------------------------------- 
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93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL CLINICAL OBSERVATIONS DURING GESTATION 

TABLE : A 022 

TEST GROUP '2 (400 MG/KG BW/D) 
____________________--------------------------------------------------------------------------------------------------------------- 

DAY OF 11111111112 
FEMALE# OBSERVATIONS GESTATION 012345678901234567890 

________________________^_______________----------------------------------------------“-------------------------------------------- 

72 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

73 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

74 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

75 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 
__^___________________________^_^_______-------------------------------------------------- -_--_-----__-------____^________________- 
CODE: l-SLIGHT 2-MODERATE 3-MARKED P-PRESENT 



15-AUG-94 

93046 TABLE : A 023 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL CLINICAL OBSERVATFONS DURING GESTATION 

TEST GROUP 3 (1,000 MG/KG BW/D) 
____________^___"-"_________^___________""""""""-"-"--""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" 

DAY OF 11111111112 
FEMALE# OBSERVATIONS GESTATION 012345678901234567890 

_"__"__"__"_"""""_""_________^__________""""""--------""""--"""""""""""""""""""""""""""""""-""""""""""""""""""""""""""""""""""""""" 

76 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

77 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

78 NOTHING ABNORMAL DETECTED P P P PP P P P P P P P P P P P P P P P P 

79 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

80 NOTHING ABNORMAL DETECTED PPPPPPPP*PPPPPPPPPPPPP 

81 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

82 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

83 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

84 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

85 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

86 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

87 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

88 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

89 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

90 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

91 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

92 NOTHING ABNORMAL OETECTED PPPPPPPPPPPPPPPPPPPPP 

93 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

94 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

95 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

""""""9""~""""""""""""""""""""""""""-"""""""""""""""""""""""""""""""""~"~"~"~"~"~"~"~"~"~"~"~"~"~"~"~"~"~"~ p p 
NOTHING ABNORMAL DETECTED 

CODE: I-SLIGHT 2-MODERATE 3-MARKED P-PRESENT 
"""""""""""""""""""""""" 
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93046 TABLE : A 024 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL CLINICAL OBSERVATrONS DURING GESTATION 

TEST GROUP 3 (1.000 MG/KG BW/O) 
________________________II_^^___________--~------------------~--~~-~------------------------------------------------------~-------- 

DAY OF 
FEMALE# OBSERVATIONS 

11111111112 
GESTATION 0123’45678901234567890 

____-_______-_______--------------------------------------------------------------------------------------------------------------- 

97 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

98 NOTHING ABNORMAL DETECTED PPPPP.PPPPPPPPPPPPPPPP 

99 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 

100 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP 
_______________-___---------------------------------------------------------------------------------------------------------------- 
CODE: l-SLIGHT Z-MODERATE 3-MARKED P-PRESENT 
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93046 TABLE : A 025 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL ABSOLUTE AND RELATIVE MATERNAL ORGAN WEIGHTS 

TEST GROUP 0 (0 MG/KG BW/O) 

FEMALE# FINAL BODY 
WEIGHT 

9 
------------ 

395.2 
437.6 
439.4 

LIVER 
ABS. REL. 

9 %FBW 
_____---------------____^____^__________----------------""--------------------------""-"--"--------------- 
16.27 
18.16 
19.73 
14.79 
16.98 
17.13 

f Ki 
18:63 
20.59 
14.78 
17.44 
16.23 
16.91 
20.10 

tE: 
16:41 
17.80 
14.92 

ii*:; 
1s: 18 
15.88 
17.09 

4.117 
4.150 
4.490 

4 348.1 
399.6 
404.6 

t:::; 

1: zz 
37313 
409.4 
377.2 
389.0 
426.7 
347.2 
413.8 

:xl 
37415 
394.8 
398.8 

%-i 
37018 

4.249 
4.249 
4.234 
4.203 
3.071 
4.359 
4.581 
3.959 
4.260 
4.303 
4.347 
4.711 
4.594 
4.696 
4.418 
4.352 
3.984 
4.673 
4.556 
4.434 
4.257 
4.723 

MEAN 399.5 17.39 4.35 
S.D. 27.2 1.61 0.24 

N 25 25 25 

ABS .-ABSOLUTE ORGAN WEIGHT REL.-RELATIVE ORGAN WEIGHT FEW-FINAL BODY WEIGHT 
REL.%FBW-(ABSOLUTE ORGAN WEIGHT/FINAL BODY WEIGHT) X 100 
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93046 TABLE 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL ABSOLUTE AND RELATIVE MATERNAL ORGAN WEIGHTS 

TEST GROUP 1 (100 MG/KG BW/D) 

FEMALEi? FI;ftdG;yDY LIVER 
ABS. 

9 
.__--__----.. 

330.3 
308.5 
394.8 

9 
_-__-- 
15.37 
17.04 
18.03 

REL. 
%FBW 

409.9 16.18 
432.9 19.17 
413.5 20.23 
370.4 16.24 

%:! 
17.48 
15.28 

404.5 17.19 
403.2 17.52 
340.7 15.25 

NP 294.7 11.35 

M 
NP 13:73 
NP 10.97 

17.57 
20.25 
14.46 

Z:; 
19.59 
18.33 

394.9 17.57 
385.6 17.88 

NP 263.6 11.70 

393.4 17.25 
20.1 1.66 

21 21 

__________--___--_--_______________^____---------------------------------------------------------- 
4.653 
4.386 
4.567 
3.947 
4.428 
4.892 
4.384 

w 
4:250 
4.345 
4.476 
3.851 
4.188 
4.214 
4.869 
4.015 

1%: 
31997 
4.551 
4.482 
;.y; 

4:439 

4.38 
0.26 

21 

NP-NOT PREGNANT x=EXCLtJDED FROM MEAN 
ABS.-ABSOLUTE ORGAN WEIGHT REL.-RELATIVE ORGAN WEIGHT FBW-FINAL BODY WEIGHT 
REL.%FBW=(ABSOLUTE ORGAN WEIGHT/FINAL BODY WEIGHT) X 100 

,- 

: A 026 

---a------- 
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93046 TABLE : A 027 

TEST GROUP 2 (400 MG/KG BW/D) 

PROJECT NO. 30R0'246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAYAGE) 

INDIVIDUAL ABSOLUTE AND RELATIVE MATERNAL ORGAN WEIGHTS 

FEMALC# 

360.3 
373.6 
350.9 
408.6 
370.8 
374.0 
387.5 

61 
62 

400.9 
390.8 

63x NP 279.2 

E %: 
66 396:5 
67 408.6 
68x 
69 NP K*Y 
70 394:9 

:: 
406.7 
398.7 

:: 
422.8 
386.5 

75x NP 248.2 

MEAN 395.8 
S.D. 21.6 

N 21 

FINAL BODY LIVER 
WEIGHT 

^__ 
ADS. 

9 .-------, 

:x 
12:78 
lb.05 

E-3": 
17:83 

:E 
17:76 
17.69 
lb.04 
10.93 
16.87 
18.37 
18.77 
18.54 
11.33 

REL. 
%FBW 

------_-------------------------------------------“----------------------------------------------- 

4.785 
4.345 
4.605 
4.455 
4.117 
4.001 
4.364 
4.997 
4.168 
4.583 
4.413 
4.104 
3.915 
3.958 
4.308 
4.734 
4.537 

xi 
4: 763 
4.598 
4.319 
4.260 
4.173 
4.468 

4.42 
0.30 

21 

NP-NOT PREGNANT x=EXCLUDED FROM MEAN 
ABS.=ABSOLUTE ORGAN WEIGHT REL.-RELATIVE ORGAN WEIGHT FBW-FINAL BODY WEIGHT 
REL.%FBW=(AESOLUTE ORGAN WEIGHT/FINAL BODY WEIGHT) X 100 



15-AUG-94 

93046 TABLE : A 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAvAGE) 
INDIVIDUAL ABSOLUTE AND RELATIVE MATERNAL ORGAN WEIGHTS 

TEST GROUP 3 (1,000 MG/KG Et//D) 
--__----__-__^--^_--__________^_________------------------------------------------------------------------------------------- 

FEMALE# FINAL BODY LIVER 
WEIGH1 ABS. REL. 

9 9 %FBW 

404.0 
419.2 
416.9 
371.6 
403.2 
419.1 
384.7 
422.5 
398.0 
423.0 
368.4 
420.7 
402.4 
428.8 
462.5 
378.8 
367.0 
384.3 
386.1 
393.6 
383.5 

NP ZE 
392:4 
360.7 

16.62 
17.02 
la.35 

w 
15:54 
la.08 
19.45 
19.32 

x; 
17172 
15.36 

fkii 
la.53 
11.83 

E% 
14138 

MEAN 401.2 17.50 4.36 
S.D. 25.1 1.47 0.27 

N 24 24 24 

4.114 
4.060 
4.402 

SE 
4: 333 

:*E 
4: 193 
4.603 
4.218 
4.217 
4.833 
4.506 
4.290 
4.622 
4.828 
3.997 
4.419 
3.961 

zi: 
4:400 
4.732 
3.987 

028 

NP=NOT PREGNANT x-EXCLUD;FLFROM MEAN 
AES.=ABSOLUTE ORGAN WEIGHT .-RELATIVE ORGAN WEIGHT FBW-FINAL BODY WEIGHT 
REL.%FBW-(ABSOLUTE ORGAN WEIGHT/FINAL BODY WEIGHT) X 100 



15-AUG-94 

93046 TABLE : A 029 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS 

TEST GROUP 0 (0 MC/KG BH/D) 
____________________--------------------------------------------------------------------------------------------------------------- 

ANIMAL# OBSERVATION POSITION/GRADE 
____________________--------------------------------------------------------------------------------------------------------------- 

1 NOTHING ABNORMAL DETECTED 

2 NOTHING ABNORMAL DETECTED 

3 NOTHING ABNORMAL DETECTED 

4 NOTHING ABNORMAL DETECTED 

5 NOTHING ABNORMAL DETECTED 

6 NOTHING ABNORMAL DETECTED 

7 NOTHING ABNORMAL DETECTED 

a NOTHING ABNORMAL DETECTED 

9 NOTHING ABNORMAL DETECTED 

10 NOTHING ABNORMAL DETECTED 

11 NOTHING ABNORMAL DETECTED 

12 NOTHING ABNORMAL DETECTED 

13 NOTHING ABNORMAL DETECTED 

14 NOTHING ABNORMAL DETECTED 

15 NOTHING ABNORMAL DETECTED 

16 LUNGS: EDEMA 

17 NOTHING ABNORMAL DETECTED 

18 NOTHING ABNORMAL DETECTED 

19 NOTHING ABNORMAL DETECTED 

3 

_______^________________________________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT. L-LEFT, B-BILATERAL , l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 



15-AUG-94 

93046 

TEST GROUP 0 (0 MG/KG BU/D) 

PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS 

TABLE : A 030 

ANIMAL# OBSERVATION POSITION/GRADE 

20 NOTHING ABNORMAL DETECTED 

21 NOTHING ABNORMAL DETECTED 

22 NOTHING ABNORMAL DETECTED 

23 NOTHING ABNORMAL DETECTED 

24 LUNGS: EDEMA 3 

25 NOTHING ABNORMAL DETECTED 
_"__"_______________~~~~-~~~~~"~~~~~"~-------------""-~~~"----~---""~"~~~---"-~~"--""~~"~"""~~~"~"~~~----~"~~~~~-"------"---------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , I-SLIGHT, 2-MODERATE. 3-MARKED, P-PRESENT 
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93046 TABLE : A 031 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS 

TEST GROUP 1 (100 MG/KG BW/D) 
____-_-_____-______---------------------------------------------------------------~-------------~---------------------------------- 

ANIMAL# 
______-_-______-_----------------- 

26 

27 

28 

29 

30 

31 

32 

33 

34 

35 

36, 

37 

38 NOT PREGNANT 

39 

40 

41 NOT PREGNANT 

42 NOT PREGNANT 

43 

44 

--- 
OBSERVATION POSITION/GRADE 

----___------___-__------------------------------~-------------------------------------------- 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

LUNGS: EDEMA 3 

NOTHING ABNORMAL DETECTED 
_________________------- ___----------------------------------------------------------------------------------------------.--------- 
POSITION/GRADE CODE: R-RIGttT, L-LEFT, B-BILATERAL , l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 



N
 

;: . . 
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93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL NECROPSY ODSERVATIONS 

TABLE : A 033 

TEST GROUP 2 (400 MG/KG BW/D) 
_-____-________-_-_---------- 

ANIMAL# 
______-__________-__--------- 

51 

52 

53 NOT PREGNANT 

54 

55 

56 

57 

58 

59 

60 

61 

62 

63 NOT PREGNANT 

64 

65 

66 

67 

hi3 NOT PREGNANT 

69 

------ ------------------------------------------------------------------------------------------------ 
OBSERVATION POSITION/GRADE 

___---__-_----__----^___________________-------------------------------------------------------- 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

HYDROMETRA 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

LUNGS: EDEMA 3 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED _______I________________________________-------------------------------------------------“----------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-QILATERAL , l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
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93046 
PROJECT NO. 30R0246/93046: PRENATAL TO)(ICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS 

TEST GROUP 2 (400 MG/KG BW/D) 
____________________----------------------------------------------------------------------~~-------~----~------------------- 

ANIMALf OBSERVATION 
____________________--------------------------------------------------------------------------------------------------------------- 

70 NOTHING ABNORMAL DETECTED 

71 NOTHING ABNORMAL DETECTED 

72 NOTHING ABNORMAL DETECTED 

73 NOTHING ABNORMAL DETECTED 

74 NOTHING ABNORMAL DETECTED 

75 NOT PREGNANT NOTHING ABNORMAL DETECTED 
_______________________^________________------ ----^---------______----------------------------------------------------------------~ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
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93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/D) 
___"_"_-""-"--"-----__^_________________---------------~--"""-""--""-~--~--""-~~"~~""~~~~"--"~"~"~"~"~~~~~~"~~~~"""~~"~~~~"""~""~~~ 

ANIMALC OBSERVATION 
_""___"-"-"-^"------------------------------------------"-------"~~~~"~""~--"~~~~"~"~~-~~~""~~-~"~~~~~~""~~~""~~"~~"~"~-~"~~~~~~""~ 

76 NOTHING ABNORMAL DETECTED 

77 NOTHING ABNORMAL DETECTED 

78 NOTHING ABNORMAL DETECTED 

79 NOTHING ABNORMAL DETECTED 

80 NOTHING ABNORMAL DETECTED 

81 NOTHING ABNORMAL DETECTED 

82 NOTHING ABNORMAL DETECTED 

83 NOTHING ABNORMAL DETECTED 

a4 NOTHING ABNORMAL DETECTED 

a5 NOTHING ABNORMAL DETECTED 

86 NOTHING ABNORMAL DETECTED 

a7 

aa 

a9 

90 

91 

92 

93 

NOTHING ABNORMAL DETECTED 

LUNGS: EDEMA 

LUNGS: EDEMA 

HERNIA DIAPHRAGMATICA 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 

94 NOTHING ABNORMAL DETECTED 
"______~"""_"_-"--"-"----""---"-~~""~""-"-"--------"-~-"---""---"-"-~~"-"---~~~~~~~"" r-""--""""----------------------"-----~~~""" 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
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93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/C) 
_____________-I___-_----------------------- -_------------_____^------------------------------------------------------------- 

ANIMAL# OBSERVATION 
_______________-_---___________^__^_____-- --_-----------_-___-________________^___----------------------------------------- 

95 NOTHING ABNORMAL DETECTED 

96 NOTHING ABNORMAL DETECTED 

97 NOT PREGNANT NOTHING ABNORMAL DETECTED 

98 NOTHING ABNORMAL DETECTED 

99 NOTHING ABNORMAL DETECTED 

100 NOTHING ABNORMAL DETECTED 
__________________________________^_____-------------------------------------------------------------------------------------- 
POSITION/GRACE CODE: R-RIGHT, L-LEFT, B-BILATERAL , l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
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BASF Page Bl 
Abteilung Toxikologie 
Department of Toxicology 

Report; Project No .: 30R0246/93046 

KEY TO THE ABBREVIATIONS USED IN PART B OF THE TABLES 

MEAN = mean value 

MG/KG BW/D = milligram per kilogram body weight'per day 

N/#/NO. =number 

S.D. = standard deviation 

% = per cent 

All othef abbreviations used are explained in the tables. 
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93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (G-AVAGE) 
INDIVIDUAL FETAL STATUS AND UTERINE LOCATION 

TEST GROUP 0 (0 MG/KG BW/D) 

FEMALE# 
IMPLANT : 1 2 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 

MA FA FA MA 
MA MA MA FA 
FA FA MA MA 

MA FA MA E 

!"A Lit I I? 
1;1i ;; M: F; 

E FA ":! MA MA MA 
FA MA MA Fk 
MA FA FA FA 
FA FA MA FA 
;; ;; fit MA 

FA MA FA IF: 
MA MA MA FA 
MA MA FA FA 
MA FA MA MA 

Fit 2 ": E 

MA 
FA 

Fi 

MA 

;^A 
MA 
FA 

MA MA MA /FA FA MA MA MA 
MA /MA FA MA MA MA MA MA FA MA 
MA FA MA FA FA FA /FA MA MA FA FA MA FA FA 

MA FA MA /MA FA FA MA FA 
/ L FA MA MA MA FA MA MA MA 
/FA MA MA MA MA FA MA FA MA FA 

FA FA FA FA FA /MA FA MA FA MA MA 
FA MA MA /MA FA FA FA FA FA 
FA /MA FA 'MA FA MA FA 
FA MA MA MA MA /FA ;; FA 
M: ,td; FA MA /MA MA 

E FA FA ;; ;; Mk 
E 

MA FA /MA FA FA 
il ,FA MA FA FA FA 

MA FA MA E /MA MA MA MA 
I 

FA /MA MA MA MA MA MA FA 
FA MA MA MA MA 
MA L FA /MA FA 
FA FA /FA MA MA F: 

L MA 

MA /FA FA MA FA MA FA E E FA 
/;bl. ;; ;; MA MA FA 

FA /MA FA MA 

M MALE F FEMALE / DENOTES POSITION OF CERVIX 
A ALIVE F FARIY RFSORPTION L LATE RESORPTION D DEAD FETUS B ABORTED FETUS P PREMATUPF _ _..,__. ._-_.... .~ 
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93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL STATUS AND UTERINE LOCATION 

TEST GROUP 1 (100 MG/KG BW/D) 

TABLE : B 002 

____________________--------------------------------------------------------------------------------------------------------------- 
FEMALE# IMPLANT # 

12 3 4 5 6 7 B 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 

z; “; / 
FA /FA MA FA FA FA FA 

FA FA FA 'MA /FA MA MA MA FA 
FA FA MA MA E FA MA MA /MA 
MA MA MA FA FA FA FA /FA FA 
MA FA MA MA FA MA /MA MA FA 
FA MA /MA FA FA 
FA F: FA MA MA /MA ;"A ;"R Li 
MA E FA FA MA FA MA MA FA 
MA MA FA MA MA E MA FA /MA 
MA FA FA FA FA FA E IMA MA 

E MA MA MA 

FA MA FA MA FA /MA FA 
FA MA MA MA MA MA FA Fk ,;i 

MA MA MA /FA FA MA FA FA MA 
MA MA FA FA /MA MA 'MA M; ;I 
MA FA MA MA FIA /MA MA 
FA FA FA FA MA E MA FA MA 
MA FA MA MA MA FA /FA FA FA 
FA MA FA FA E MA FA /MA MA 
MA FA MA MA MA IMA MA FA MA 

M MALE F FEMALE / DENOTES POSITION OF CERVIX 
A ALIVE E EARLY RESORPTION L LATE RESORPTION 

MA E FA FA 
FA FA MA 
MA FA FA FA 
FA FA FA MA 
MA FA MA MA 
MA MA MA 
MA FA MA : 
FA /FA FA 
MA MA MA & 
MA MA FA 

MA FA MA 
L FA 

FA FA MA FA 
MA MA 
MA /FA FA MA 

:t MA FA FA 
L E FA FA 

D DEAD FETUS 

MA MA FA 

MA FA 
FA MA MA 

E 

NOT PREGNANT 

NOT PREGNANT 
NOT PREGNANT 

FA MA 

FA MA FA MA 

FA 

NOT PREGNANl 

B ABORTED FETUS P PREMATURE DELIVERY 
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93046 TABLE : B 003 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (G@JAGE) 
INDIVIDUAL FETAL STATUS AND UTERINE LOCATION 

TEST GROUP 2 (400 MG/KG BW/D) 
__________________________________I_____------------------------------------------------------------------------------------------- 

FEMALEX 
IMPLtNT : 1 4 5 6 7 a 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 

51 MA FA FA FA FA MA FA 
g: FA MA MA FA FA MA 'MA 

E MA /MA MA F; ;; ;; 1; MA 
FA FA FA FA 

NOT PREGNANT 
54 /FA FA MA MA MA MA 
55 MA MA FA FA MA MA MA 'MA MA MA MA E 
56 ;; 1; ;I MA FA FA FA FA 'MA MA FA F: M: 

:A 
FA MA FA FA FA FA FA MA 

E MA "i 2 '? MA MA 
59 MA E F: L MA MA Fk 

E 
E FA FA MA FA MA FA 

E MA FA MA FA 
if Mk !% MA MA MA MA FA MA MA ' D MA FA FA Mk MA FA FA 
62 MA MA FA MA FA FA 'FA MA .FA FA FA E MA 

ii MA MA FA MA MA L MA FA 'FA MA MA FA FA MA FA FA FA 
65 FA MA MA FE ;; ;; 1; MA FA 'FA FA MA FA EIA FA FA 
66 FA FA MA 
67 FA FA E FA FA FA MA Fi 

MA FA 'MA FA MA FA FA MA E 
E 'FA FA MA L MA MA FA 

6a 

2 'LA 
FA FA FA MA MA FA 

E FA FA FA 'FA FA Fk ;i ia. FA MA E MA 
71 FA FA E FA MA MA 'MA MA MA FA MA FA MA MA MA 
72 MA MA MA MA MA FA MA FA 'FA FA MA FA FA FA MA MA 
73 MA FA MA MA MA MA FA FA MA FA E MA 'MA MA 
;: FA FA FA FA FA FA MA FA MA MA 'MA FA FA FA MA 

NOT PREGNANT 

NOT PREGNANT 

NOT PREGNANT 

M MALE F FEMALE ' DENOTES POSITION OF CERVIX 
A ALIVE E EARLY RESORPTION L LATE RESORPTION D DEAD FETUS B ABORTED FETUS P PREMATURE DELIVERY 



93046 TABLE : 6 004 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL STATUS AND UTERINE LOCATION 

TEST GROUP 3 (1,000 MG/KG BW/D) 
___^__-_________-___--------------------------------------------------------------------------------------------------------------- 

FEMALE# IMPLANT 1 2 : 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 
__-_____________-_____________^_________------------------------------------------------------------------------------------------- 

15-AUG-94 

E FA 
MA 
FA 11: 

M MALE F FEMALE 
A ALIVE E EARLY RE 

MA MA MA 

2 :a\ j:: 
FA MA./ L 

E FA FA 
FA MA FA 
MA MA MA 
MA FA /MA 

E FA 
FA MA Fk 

E /FA FA 
MA MA MA 
FA MA FA 

E /MA MA 
MA MA MA 

cl: 2 FA 
FA /FA :; 
FA FA MA 

F MA /FA 
FA MA MA 

MA MA FA 
MA MA MA 
MA /FA FA 

MA 

1:; 

FA 
M A 

/MA 

?I; 
FA 

Mi 
MA 

2 
MA MA 
MA FA 

E FA 
E L 

‘2 
MA 

E MA /FA 
FA FA FA 
FA FA MA 
MA L MA 

MA /MA MA 
FA MA MA 
FA E FA 
FA /MA FA 
FA FA MA 

:: ,E 2 
MA MA MA 

E I": MA MA 

Fk FA MA 
MA FA MA 

,F:: Fk :: 

MA FA MA 
FA FA MA 
MA MA 

MA MA 

Lit 

;i MA F 
FA 

MA 
FA Fk MA MA MA MA 

FA 

:t 
MA MA 

NOT PREGNANT 

DENOTES POSITION OF CERVIX 
ORPTION L LATE RESORPTION D DEAD FETUS B ABORTED FETUS P PREMATURE DELIVERY 
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93046 
PROJ EC T NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL PLACENTAL WEIGHTS -- GRAMS 

TABLE : B 005 

TEST GROUP 0 (0 MC/KG BW/D) 
------- ______--_--_---------------------------------------------------------------------------------------------------------------- 

FEMALE# MEAN FETUS# 

__-----__-_-"_____'_---~----~----~-~--~--~-~----~----~----~---!~---~~---~~---~~---!~---~~---!~---!~---!~--~!~-~-~~---~~---~~---~~-- 
0.36 0.49 0.37 0.42 0.46 E 0.43 0.47 0.39 0.47/0.50 0.47 0.40 0.44 0.48 
0.35 0.35 0.37 0.32 0.28 0.40 0.28 0.38/0.40 0.38 0.39 0.36 0.40 0.34 0.42 0.35 0.30 

L 0.39 0.60 0.52 0.54 0.45 0.45 0.50 0.64 0.51 0.64 0.58 
0.38 0.43 0.38/0.34 0.40 0.36 0.44 

0.62/0.43 0.50 0.53 0.41 0.54 0.50 0.63 0.43 

0.44 
0.36 

F4; 
0:40 
0.42 
0.39 

ix 
0:43 
0.40 
0.44 
0.49 
0.44 
0.52 
0.47 
0.46 
0.49 
0.46 
0.49 
0.49 
0.52 
0.47 
0.48 
0.43 

0.:5 
0.42 
0.39 
0.35 
0.43 
0.56 
0.43 
0.35 
0.50 

042 
0.48 
0.52 
0.46 
0.52 
0.54 
0.48 
0.42 
0.62 

3 
0:38 

0.38. 
0.40 
0.39 

K!J 
0:47 
0.41 
0.45 
0.48 
0.41 
0.49 
0.43 
0.38 
0.49 
0.46 
0.52 
0.45 
0.58 
0.54 
0.51 
0.53 

0.35 0.42 

“0% oa49 
0:62 

E 

0.47 026 
0.45 0.41 
0.45 0.38 

0.41 
0.36 
0.35 
0.46 
0.49 
0.41 
0.38 

0.\9 
0.48 
0.44 
0.40 
0.44 
0.50 
0.36 
0.60 
0.48 

fE 
0:51 
0.47 

0.38 0 0.33 

44 0.39 
51 0.58 

E /0.48 

0.41 0.49 0.41 
0.36 0.48 0.43 0.48 
0.39 0.40 0.39 0.40 

0.39/ 
0.46/O 
0.47 0 
0.55 0 

0.39 
0.39 
0.48 
0.40 

0.37 
0.38 0. 0.55 0.55 0.51 0.57 

0.58 0.56 0.53 0.55 
0.44 0.40 
0.38 0.38 0.36 
0.40 0.42 E 
0.52 0.49 

0.:7 
0.44 0.37 
0.47 

0.48 0.46 0.45 

0.44 0.40 0.51 

0.:2 L 0.55 

0.55 0.41 E E 
0.47 
0.39 0.55 

49 

0.45 0 
0.39 0 
0.39 0 
0.47 
0.45 0 

/op; ; 
0:39 0 
0.491 
0.51 0 
0.45 0 
0.61 0 

0.41 
0.37 
0.48 
0.46 
0.52 

0.37 
0.44 
0.42 
0.431 
0.49 

0.43 0.46 

L 1 
0.57 0.47 

0.:7 0 :7 
0.57 0:52 
0.43 0.43 
0.50 0.47 
0.51 E 
;.;yp; 

0:54 0:51 
0.47 0.40 
0.46 0.60 

E 0.45 

0.h 
0.48 
0.45 
0.48 

.56/ 
:65; 

0.44 
0.52 

0.42 0. 
0.49 0. 
0.45/o. 

'0.52 0. 

EZ i- 
0:34 0: 

0.48 
0.42 
0.40 
0.38 
0.42 

020, :-z 
0:40 

iTi 0” 
0:50/o 
0.42 0 

0.41 

0.46 
0.05 

25 

E-EARLY RESORPTION -LATE RESORPTION D-DEAD FETUS /-DENOTES POSITION OF CERVIX 
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93046 TABLE : B 006 

PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL PLACENTAL WEIGHTS -- GRAMS 
TEST GROUP 1 (100 MG/KG BW/D) 

___-_-__^_^_________------ _-___ ______--__________________^____ ____________________------------------------------------------------- 
FEMALE# MEAN FETUS# 

1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 

0.53 
0.40 
0.43 
0.42 
0.50 
0.43 
0.40 
0.37 
0.45 
0.45 
0.46 
0.48 

0.47 
0.53 
0.40 
0.50 

0.43 
0.51 

NP 

ON!9 
0:49 
0.47 
0.42 
0.46 
0.43 
0.41 

NP 

0.41 
0.44 
0.46 
0.51 

IO.46 

0.56 0.51 0.54/ 

E 0.47 E 0.43 0.:3 i: 
0.36 0.37 0.39 0. 
0.50 
0.41 
0.44 

i*:; 
0:42 
0.46 
0.45 

45 0 
45/o 

E !I 
45 0 
35 0 
48 0 

.45 0.37 0.40 0.36 0 

.58/O-38 0.44 0.38 0 
E 0.43 0.41 0 

:i: 0.42 0.44 0.51/O 
46 0.39 0.39/0.43 0 

:43 0.41 0.32 0.39 0 
38 0.35/0.39 0.37 0 

.44 0.48 0.55 E lo 

.59 

:i: x 

0:45 0.50 

0 :7 

:47 46 0:44 0.59 
.40 0.42 0.5" 

0.45 
0.39 
0.43 
0.49 
0.43 26 

-jG 0:33 
0.34 O.i;i 

:43 0.44 
0.42 0.39 0.33 
0.44/0.50 0.41 

'.45/0.40 0.54 0.43 0.43 
I.45 0.47 0.53 0.41 0.39 

0. 47 E 

34 

45 0.45 0.42 0.44 
48 

:' 0.42 0.44 
L 0.38 0.41 0.41 
F 

0.41 0.45 0.36 0.40 0.42 0.48 0.38/0.39 0.42 L 0.42 0.52 0.50 0.39 
0.46 0.52 0.51 0.58 0.57 0.47 0.44 0.48 0.61 0.46/0.55 L 0.50 

0.39 0.37 0.32 0.42 0.39/0.43 0.43 0.31 0.40 0.42 0.38 
0.43 0.42 0.55 0.46 0.50 0.48/0.51 0.47 0.50 0.52 0.50 0.38 0.53 0.50 0.50 0.54 0.53 
0.44 0.37 0.48 0.51 
0.45 0.41 0.43 0.38 

0.47 0.46 0.50/0.;8 0.59 E 0.48 0.38 0;44 
0.41 0.43 0.40 0.42 0.35 0.42 0.43/0.43 0.39 0.43 0.38 0.42 0.38 0.52 

;.;; 0:42 0.47 E 0.49 0.40 0.45 0.40 0.50 0.45 0.46 0.44 0.46 E 0.41/0.36 0.45 0.50/0.43 0.49 0.51 0.43 0.45 0.41 0.38 0.40 0.40 0.37 0.45 0.38/0.41 0.43 0.41 0.43 O.;f3 0.;" ;.;"5 C&i; 

Z’i” 0.44 

i - 
0.04 

21 

E-EARLY RESORPTION L-LATE RESORPTION D-DEAD FETUS /-DENOTES POSITION OF CERVIX 

NP=NOT PREGNANT x=EXCLUDED FROM MEAN 
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93046 TABLE : 8 007 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL PLACENTAL WEIGHTS -- GRAMS 

TEST GROUP 2 (400 MC/KG BW/D) 

FEMALE# MEAN FETUS# 
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 

51 0.45 0.41 0.49 0.46 0.41 0.43 0.42 0.46 E 
0.40/0.50 

0.43jO.45 0.45 0.42 0.45 0.52 0.49 0.52 
52 0.42 0.34 0.49 0.37 0.41 0.41 0.43 0.41 0.45 0.43 E 0.41 0.44 0.40 
53x NP 
54 0.41 /0.35 0.46 0.41 0.38 0.46 0.40 
55 0.45 0.38 0.50 0.37 0.43 0.47 0.47 0.47/O-49 0.48 0.47 0.46 E 
56 0.41 0.40 0.52 0.45 0.41 0.41 0.39 0.33 0.51/0.35 0.41 0.37 

0.:9 0.56 

57 0.44 0.39 0.40 0.44 0.45 0.47 0.39 0.47 
58 0.45 E 0.54 

"$4 ;.;;/0.40 0.42 0.44 0.43 0.43 0.48 
0.40 E 0.47 

59 0.42 0.37 E 
O.:O 

L 0:39 0.47 0.39 0.41/0.41 0.47 
0.h E 0.40 0.47/0.45 0.41 

E 0.39 0.43 0.39 0.42 0.41 0.40 

60 0.49 E 0.47 E 0.42 0.46 0.46 0.46 0.56 E 0.47/0.51 0.53 0.51 61 0.43 0.37 0.41 0.43 0.44 0.42 0.46 0.40 0.39 0.51/ D 0.50 0.43 0.36 O.ib 0.47 0.41 0.38 
62 0.48 0.50 0.40 0.46 0.47 0.51 0.48/0.51 0.51 0.41 0.49 0.55 E 0.48 
63x NP 
64 0.43 0.40 0.43 0.44 0.44 0.45 L 0.45 0.43/0.46 0.49 0.44 0.43 0.43 0.45 0.39 0.35 0.43 
65 0.42 0.43 0.45 0.44 0.34 0.37 0.39 0.47 0.47 0.44/0.45 0.43 0.44 0.39 0.40 0.37 0.38 
P7 0.50 0.47 0.46 0.46 0.44 0.44 0.56 E 0.44 E 0.68 0.48 0.48 0.52 0.51 0.51 0.52 E 0.42 E /0.51 0.44/0.50 0.48 0.52 0.41 0.57 L 0.51 0.50 0.50 0.42 0.46 0.42 E 

hRw NP 
0.43 
0.43 
0.43 
0.45 
0.52 
0.43 

‘E 
0:47 

O*Y 
0.40 

0.45 0.41 
0.52 0.51 
0.40 0.41 

0.43 0.45 0.45 0.39 0.41 
0.41 0.39 0.39/0.45 0.41 

0.:3 K EJ 
0 47 E 0.38 0.37 0.49/0.43 0.40 0:47 0:42 0:45 0:43 0 44 0.!4 :':: 0 46 

0.45 0.50 0.46 0.43 0.45 0.47iO.43 0.43 0.49 0.47 0.44 0138 0145 0. 
0.56 0.44 0.60 0.53 0.50 0.52 0.53 0.56 E 0.44/0.46 0.54 
0.39 0.42 0.42 0.37 0.48 0.40 0.42 0.51/0.46 0.47 0.45 0.44 0.45 

75x NP 

MEAN 0.45 
S.D. 0.03 

N 21 

E-EARLY RESORPTION L-LATE RESORPTION D-DEAD FETUS /-DENOTES POSITION 0~ CERVIX 

NP=NOT PREGNANT x=EXCLUDED FROM MEAN 

53 
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93046 TABLE : B 008 
PROJECT NO. 30R0246/93046: PRENATAL TQXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL PLACENTAL WEIGliTS -- GRAMS 

TEST GROUP 3 (1,000 MG/KG BW/O) 
____________----------- ______________----__-------------------------------------------------------------------------------- ______-_ 

FEMALE# MEAN FETUS# 
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 

0.46 
0.42 
0.45 
0.42 
0.45 
0.46 
0.41 
0.43 
0.40 
0.45 
0.41 
0.49 
0.46 
0.51 
0.42 
0.47 
0.42 
0.50 
0.46 
0.39 
0.40 

97x NP 
98 0.43 

99 100 Ki . 

MEAN 0.44 
S.D. 0.03 

N 24 

0.52 
0.52 

Fz: 
0:43 
0.44 

0.55 
0.36 
0.42 

E 
0.41 
0.45 
0.39 

LKz 
0:51 
0.47 
0.51 
0.41 

0.50 
0.39 

K 
0:47 
0.41 
0.36 
0.45 
0.40 
0.40 
0.32 
0.60 
0.39 
0.48 
0.38 
0.41 
0.44 

0.:6 

tE 

0.38 
0.40 
0.47 
0.39 
0.40 
0.38 
0.42 
0.44 
0.41 
0.57 
0.36 
0.47 
0.49 
0.48 
0.38 
0.53 

ix 
0:45 
0.36 
0.37 

0.39 0.44 0.44 0.44 0.45 0.41 0.50 
0.40 0.49 0.43 0.48/0.43 0.36 0.34 
0.38 

"$6 

0.41 0.49 0.53/0.48 ;A; 0.;" 

;A; 0.42 E 0.45/ 0.37 0.43 L 0:50/0.49 
0.51 0:46 0.49 0.47 0.40 0.44 0.47 
0.51 0.36 0.38 0.43 0.38 0.40 0.37 
0.37 
0.42 

0.40 0.;" ;.44;/0.44 0.39 0.42 
E E 0.43/0.43 

;A; 
0:46 

;A; 0.39 E /0.38 0:48 0.48 0.49 0.48 0.39 0.45 0.45 
'E 0.42 0.47 0.55/0.51 0.48 

;A; 
0:38 

;A; 0.46 E /0.55 0.41 0.47 0.53 0.45 0.56 0.:9 
0:42 0.40 0.48 0.45 0.33 0.51 

0.45 0.43/0.46 0.54 0.44 0.49 0.44 
0.43 0.42/0.43 0.40 0.41 0.38 0.41 
0.51 0.52 0.50/0.41 0.53 0.48 0.49 
;A;';,$ 0.43'0.49 0.46 0.;" ;A; 

0:37 * 
E 0.39/0.38 

E 0.45 0.36 0.44 E 'L 

E 0.49/0.41 
0.41 0.42 0.37 
0.45 0.42 0.42 
0.42 L 0.44 
0.46 0.45 0.47 
0.41/0.52 0.43 
0.41/0.43 0.44 
0.48 0.45 0.44 
0.44 E 0.35 
0.45/0.46 0.44 
0.53 0.41 0.36 
0.46 0.48 0.44 
0.51/0.56 0.54 
0.51 0.47 0.49 

E /0.47 0.44 
0.54 E 

o.Eo 0.57 0.40 
0.47 0.52 0.46 
0.27 E 0.50 

/0.36 0.47 0.41 

0.49 
0.43 
0.36 
0.45 

o.Eo 
0.45 
0.37 
0.40 
0.45 

0.51 

0.36 0.54 
0.37 0.48 

0.50 

0.41 
0.38 

0.47 
0.52 
0.42 
0.50 
0.31 
0.44 

0.39 

0.45 E 

0.:3 0.38 0.47 0.41 0.37 

E 0.38 0.40 0.44 0.35 0.46 0.50 0.45/0.41 0.40 0.46 0.44 0.45 0.44 0.48 
0.45 0.h 0 41 

0:42 
0.37 0.42 0.52 0.42 0.46 0.41 0.40 0.42 0.49/0.49 0.52 0.40 

0.51 L 0.40 0.38/0.46 0.42 0.41 0.37 0.51 0.42 0.39 0.43 0.45 0.41 

E-EARLY RESORPTION L-LATE RESORPTION D-DEAD FETUS /-DENOTES POSITION OF CERVIX 

NP=NOT PREGNANT x-EXCLUDED FROM MEAN 



15-AUG-94 
93046 TABLE : 9 009 

PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL BODY WEIGHTS -- GRAMS 
TEST GROUP 0 (0 MG/KG BW/D) 
____________________--------------------------------------"----------------------- ----_______________-_______^____________--------- 

FEMALE# MEAN FETUS# l/20 2121 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 
__________^_________------- ^____^--____^_______^___I_______________------------"--------------------------------------------------- 

: 
3 

E 
314 

;*: 
3:3 

E 
3:3 

3.4 
;.;I 

4.0 

4.b 
3.9 

z, 

2: 
E/ 

3.9 

;:s/ 

“3.y 

i:; 

;:;I 

3:9 

3.81 
4.1 
3.5 

3.8 

::"5 

3.8 

2 

3.7 

::; 3:3 . 41 ‘3*‘: 3.6 3.1 

4 
2 
7 

4.4 
3.6 

E 
4:3 

i-2 
3:8 

4.: 

y; 

3:9 
4.0 
4.5 
3.71 

t:: 

::t 
E 

4.3 

Z 
E 

3.; 

i:: 
L 

4.2 
E 

2 
318 
4.4 

E 

2: 

::i 

i:: 

2; 

:*“2 
317 

Z 
3.6 

;.;I 

4:2 
3.6 
;*;I 

::i; 
E 

4.1 
4.0 

2: 

:*: 
3:9 

::i 
;.;I 

3:a 
3.7 

El 

:*: 
4:o 

;:; 

i::, 

is! 3.8 
3:4 
3.8 ;:i ?!I 3.8 
3.5 3.4 

3.2 

3.: 
E 

3.7 

:*: 
4:o 
4.51 
3.6 

3.8 

3.9 

L 

3.7 

4.2 

4.1 

3.8 

3.8 

E E 3.5 

MEAN 
S.D. 

N 

3.9 

“2 

E-EARLY RESORPTION L-LATE RESORPTION D-DEAD FETUS /-DENOTES POSITION OF CERVIX 
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TABLE : B 010 93046 

PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION ('GAVAGE) 

INDIVIDUAL FETAL BODY WEIGHTS -- GRAMS 
TEST GROUP 1 (100 MG/KG BH/D) 
_______-________-___----------- __________L_----_---------------------------------------- -____-______________----------------------- 

FEMALE# MLAN FETUS!/ l/20 2121 3 4 5 6 7 0 9 10 11 12 13 14 15 16 17 18 19 
___________________---------- _________________-_______^______________------------- ^-_"-_____^_________------------------------ ----- 

26 
27 

2’: 

Yi 
32 

El 
35 

i4 
38x 
39 

4.0 

;:I 

Z 

?i 
3:9 

z.: 
413 I 

NP 
3.9 
3.7 

N P 
NP 

3.7 
3.8 

L!J 

:*: 
3:9 

NP 

5: 
3.: 
?E 
3:9 

::: 

ii*: 
4:1 

3.8 
3.4 

;:i 

:*; 
3:4 
4.1 
3.3 

3.8 
E 

3.: 

Yi 
4:3 
4.0 
4.1 

;*: 
4:2 

4.y 

4.0 

Lx 
317 

3.: 

3.; 
3.7 
4.3 

4.1 
3.9 

3.9 
3.7 

Vi 

E 
317 

4.11 
4.5 
3.8 
4.1 

i::, 
4.0 
3.9 

E 
414 

4.1 
4.2 

3.: 

;:: 
;.;I 

;:; 

4.1 

Fki 

;:3, 

4:1 
4.0 

4.: 

:*i 
318 
3.81 
4.1 

i-: 
4:1 
3.9 

El 

3.9 

i::, 
4.1 

zl 
317 

i::, 
4.2 

3.7 3.1 

i:; 3.6 3.5 3.9 3.7 
j.6 
4.1 ::“2 

E :. 3.9 3.7 36 3:6 4.0 

vi 
3:6 

3.: E 

40 
iiX 
42x 
43 
44 

:::: 

3.8 
4.1 

3:; 

3.: 

3.7 
3.6 

3.8 
4.2 

4.0 

i.: 
3:t3 
3.6 
4.0 
3.0 

3.81 

Fl 

E! 
4:1 
3.8 

3.91 
4.0 

3.5 

::;, 

2: 

4.:/ 

4.1 
4.2 

4.0 
3.3 

3.9 

4:; 

!:I, 

3.:, 
3.0 
3.5 

3.3 

E 
3:9 

3.:, 
4.1 
4.4 

3.6 
4.1 

3.; 
4.0 

E 

3.5 

::“3 

4.2 
E 

3.7 3.8 3.8 3.8 

3.9 4.4 3.9 4.3 3.8 4.2 

;:i 41 317 3.8 

MEAN 
S.D. 

N 
2; 

21 

E-EARLY RESORPTION L-LATE RESORPTION D-DEAD FETUS 

NP=NOT PREGNANT x-EXCLUDED FROM MEAN 

/-DENOTES POSITION OF CERVIX 



15-AUG-9;1 

93046 TABLE : B 011 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GRVAGE) 
INDIVIOUAL FETAL BODY HEIGHTS -- GRAMS 

TEST GROUP 2 (400 MG/KG BW/D) 
___________________________^____________------------------------------------------------------------------------------------- ------ 

FEMALE# MEAN FETUS# 
l/20 z/21 3 4 5 6 7 a 9 10 11 12 13 14 15 16 17 18 19 

____________________-------------------------------------------------------------------------------------------------------- m-e---- 

t:; 

4.4 
3.5 
4.1 
4.3 

3.: 

3.: 
3.8 

4.0 

i:! 
E 

::; 
E 

4.0 
4.4 
3.5 

4.0 
3.9 

4.0 
3.9 3.; 3.9 

2% 
4.4 
3.6 

E 
412 
4.5 

3.9 
3.9 

::: 

E 
4:1 
3.9 

4.4 

4.0 

4.3 

3.5 3.8 3.7 

3.8 3.7 

4.1 

E 
3:4 

4.01 
3.9 

3.: 

E 

::; 

;.;/ 
zi 
4:5 
3.71 
4.11 

4.:, 
3.7 

i:;, 

‘El 

3.4 

i:: 

E 
4:o 

4.1 

:*: 
3:6 

?! 
3:6 
3.9 

it:: 
3.8 , 

::i 
E 

3.8 
3.21 
4.3 

:*: 
3:5 

c!i 
3:9 

4.: 

3.7 
4.1 

3.9 

3.8 

MEAN 
S.D. 

N 

E-EARLY RESORPTION L-LATE RESORPTION D-DEAD F 

NP=NOT PREGNANT x-EXCLUDED FROM MEAN 

TUS /-DENOTES POSITION OF CERVIX 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL BODY WEIGHTS -- GRAMS 

TEST GROUP 3 (1,000 MG/KG BW/D) 

IN RA T 
TABLE : a 012 

S 

FEMALE# MEAN FETUS# l/20 2121 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 

76 
77 El 

4:1 
4.3 

i*: 
411 
4.4 

4.: 
4.1 

E 

E 
3:b 

:-: 
413 

c 

?i 
4:1 
4.8 

E 

vl 
4:2/ 

9: 
3:a 

;:: 40 3:4 4.1 3.6 
4.1 4.1 

3.8 3.6 

33:: 
412 

E 
4.0 E 

3.7 

::t 
3.6 
3.4 3.: 3.6 3.7 3.5 

3.9 

3.: 
3.8 

4.41 
3.91 

i*: 
318 

E 

;:7 
3.9 

4.3 
4.1 
3.0 
4.4 

3.: 

E 

3.: 
Et 

3.7 
4.0 

El 
4.0 

4.0 
3.8 
;.;I 

E 
4.0 

:*i 
3:9/ 

:.;I 

3:8 

i-G 
4:1 

3.; 
3.5 
4.0 
4.3 

!:A 

i:: 
E 

::i 

43:: 

12 
3:9 

L/ 

E 
3.7 

E 

z 
414 
4.1 
4.01 
4.11 
4.1 

;:9/ 

i:;, 

El 

4.0 

4.: 

;*: 
4:o 

xi 
3:9 

4.5 
3.7 

;:: 

4.1 
4.1 
3.0 

4.2 

Z 

4.1 

2:: 

3.7 

E 
4:o 3.7 

MEAN 
S.O. 

N 

E-EARLY RESORPTION L-LATE RESORPTION D-DEAD FETUS 

NP=NOT PREGNANT x=EXCLUDED FROM MEAN 

/-DENOTES POSITION OF CFRVTX -.‘--.’ . 



TABLE : B 013 
15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/D) 
____________________---------------------------------- ---____-_-____________________ ____________________----------- - - - - _ - - - _____-_a 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
___- ^--- ____________--__-___------------------------------------------------------------- ---_____-_-____-^__----------------------- 

2 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

i NoTHING ABNORMAL DETECTED _ _ - - - 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

ii NOTHING ABNORMAL DETECTED 

:i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

15 NOTHING ABNORMAL DETECTED 

NOTHING 
NOTHING 
NOTHING 
NOTHING 

"N%K 
NOTHING 
NOTHING 

Kiter 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED . 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

3 
z 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

4 U PLACENTAE FUSED 
4TH WITH 5TH 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

____________________----------------------------------------------------------------- -------_____________-------------------------- 
POSITION/GRADE CODE: R-RIGHT, :-:~~:~T~~~"~I~:~~R~AT~~~LIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION - U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : a 014 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUOY IN RATS 

ORAL ADMINISTRATION (.GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/D) 
________________________________________----------------------------------------------------------------------------------- -------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_____________________________________^__------------------------------------------------------------------------------------ ------- 

3 (CONTINUED) 

L 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

9 NOTHING ABNORMAL DETECTED 
10 NOTHING ABNORMAL DETECTED 

4 

5 

: 
3 
4 
5 

NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 

EZ i 
NOTHI 
NOTHI 

NG - 
Ii: 
NG 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED . 
DETECTED 
DETECTED 
DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

6 NOTHING ABNORMAL DETECTED 
7 NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTEO 

____________________--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LETT, B-BILATERAL I-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : B 015 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/O) 
_______________-__-_--------------------------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_____^____________-_________________^___------------------------------------------------------------------------------------------- 

6 

a 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED . 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTH 
NOTH 
NOTH 
NDTH _ ,. 
!!%I 
NOTH 
NOTH 

Ii! 
ING 
ING 

tz 
ING 
ING 

NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

7 NOTHING ABNORMAL DETECTED 
--------------------------------------------------------------------------------------------------------------.--------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, P-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : 6 016 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG RW/D) 
___________-__---___-------------- _______--_____________^_________________--------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_____________^------------ _______-____"-_---__------------------------------------------------------------------------------------- 

8 (CONTINUED) 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

12 NOTHING ABNORMAL DETECTED 
13 NOTHING ABNORMAL DETECTED 
14 NOTHING ABNORMAL DETECTED 

10 

:z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

i: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 

EEE 

IElltz 
NOTHING 
NOTHING 
NOTHING 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED . 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

9 NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

___--___----- ____________________-------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



TABLE : B 017 

15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/D) 
_______-______--__________^________I____------------------------------------------------------------ ____-_____^_____-^_------------ 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
______--_-_____-______^_________________------------------------------------------------------------------------------------ ---- _-- 

10 (CONTINUED) 

11 

12 

13 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

4 NOTHING ABNORMAL DETECTED 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

11 NOTHING ABNORMAL DETECTED 
___________________^____________________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 

12 
13 
14 

: 

i 

z 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHI NG ABNORMAL DETECTED 
NOTHI NG ABNORMAL DETECTED 
NOTHI NG ABNORMAL DETECTED 
N 0 ‘r tt I NG ABNORMAL DETECTED 
NOTHI NG ABNORMAL DETECTED 
NOTHI NG ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

1: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

13 NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTH 

KG11 .._ 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 

ING 
INi 
ING 

I2 
ING 
ING 
ING 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 



TABLE : B 018 

15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (6AVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/D) 
__________-____-_-__-------------------------------------------------------------------------------------------------------- ---*e-m 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
________________-___--------------------------- -------,-----_----------____-____--__-I--------------------------------------------- 

13 (CONTINUED) 
12 

:i 
15 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

14 

15 

lb 

13 

NOTHING 
NOTHING 
NOTHING 

EEE 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 

ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

4 NOTHING ABNORMAL DETECTED 

2 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

________________________________________------------------------------------------------------------------------------------- ------ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL I-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATlON V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

8 
9 

:: 
12 



15-AUG-94 

93046 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TABLE : B 019 

TEST GROUP 0 (0 MG/KG BW/D) 
_______________-______^______^_____^____----------------------------------- -___________________---------- ____-__________--__------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_____________________________________^__--------------------------------------------- -_______________________^_______________------ 

17 
: 

NOTHING ABNORMAL DETECTED 
U PLACENTAE FUSED 

ZND WITH 3RD 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

L 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

9 NOTHING ABNORMAL DETECTED 

:; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

15 NOTHING ABNORMAL DETECTED 

18 

19 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

7 NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

6 NOTHING ABNORMAL DETECTED 
7 NOTHING ABNORMAL DETECTED 
R NOTHING ABNORMAL DETECTED 
9 

10 

:: 
13 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

IS NOTHING ABNORMAL DETECTED 
15 NOTHING ABNORMAL DETECTED 

____________--___---------- ___________^_________^__________________------------------------------------------------------ _----- 
RDSITIDN/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 

---- 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/D) 

TABLE : B 020 

______________---_----------------------------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

__________"__---------------------------------------------------------------------------------------------------------------------- 

20 

21 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 NOTHING ABNORMAL DETECTED 
11 NOTHING ABNORMAL DETECTED 
12 NOTHING ABNORMAL DETECTED 
15 NOTHING ABNORMAL DETECTED 

22 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

L 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

9 NOTHING ABNORMAL DETECTED 
10 NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

13 NOTHING ABNORMAL DETECTED 
_______________^___^___^________________------------------------------------------------------------------------------------------- 
POSIlION/GRAOE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 

NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 



15-AUG-94 

93046 TABLE : B 021 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/D) 
______________---__---------------------------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
___^______________-_--------------------------------------------------------------------------------------------------------------- 

23 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

3 NOTHING ABNORMAL DETECTED 

24 

25 

NOTHiNG ABNDRHAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

a NOTHING ABNORMAL DETECTED 
9 NOTHING ABNORMAL DETECTED 

NOTHiNG ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

17 NOTHING ABNORMAL DETECTED 

13 

NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTH I NG 

NG 

;i 

ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 
ABNORMAL DETEC 

TED 
TED 
TED 
TED 
TED 
TED 
TED 
TED 
TED 
TED . 

E 
TED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

6 NOTHING ABNORMAL DETECTED 

L 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

1; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

______________________________________^_------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING COOE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 
PROJECT NO. 

TABLE : B 022 
3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/D) 
________________------------------------------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
___^______-______------------------------------------------------------"----------------------------------------------------------- 

25 (CONTINUED) 
NOTHING ABNORMAL DETECTED 

:: NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:; NOTHING ABNORMAL DETECTED 
_____________-__------------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



TABLE : B 023 

22-AUG-94 

93046 
PROJECT NO. 3ORO246/93046: PRENATAL TDXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 1 (100 MG/KG BH/D) 
____________-______-_______________L____------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_____^_^______--___---------------------------------------------------------------------------------------------------------------- 

26 

27 

28 

29 

NOTHING ABNORMAL OETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING 
NOTHING 
NOTHING 

KKK 
NOTHING 
NOTHING 

KllIKi 
NOTHING 

KIIIK 

flE% 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 

%z 

Kxll~ 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED ' 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

DET 
DET 
DET 
OET 
DET 

DDE 
OET 
OET 
DET 

XE: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

8 NOTHING ABNORMAL DETECTED 
9 NOTHING ABNORMAL DETECTED 

___-_-_____-----___-------- __^_____________---------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BTLATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



22-AUG-94 

93046 

TEST GROUP 1 (100 NG/KG BW/D) 

PROJECT NO. 30R0246/93046: PRENATAL TDXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TABLE : B 024 

__________-__^_^----------------------------- -------------------------------------------------------------------------------------- 
FEMALE# FETUSff OBSERVATION POSITION/GRADE ____________-_______---------------------------~----------------------------------------------------------------------------------- 

29 (CONTINUED) 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

iz 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

i; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

18 NOTHING ABNORMAL DETECTED 

30 

31 

_____^________-_____---------- 
POSITION/GRADE CODE: R-RIGHT, 
FINDING CODE: M-MALFORMATION 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHI 
NOTH I 
NOTH I 
NDTHI 
NOTH I 
NOTHI 
NOTH I 
NOTH I 
NOTHI 
NOTH I 
NOTH I 
NOTHI 
NOTHI 
NOTHI 
---__ 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

.I__ ----__ 
L-LEFT, B-BILATERAL l-SLIGHT, 2- 
V-VARIATION R-RETARDATION U-UNCLA 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
-------_-_---_-__^__ 
MODERATE, 3-MARKED, 

.SSIFIED OBSERVATION 

.__----- ------ 
P-PRESENT 



22-AUG-94 

TEST GROUP 1 (100 MG/KG EW/D) 

ECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY tN RAT 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

_______________-____--------------------------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

TABLE : 6 025 
s 

________________----________^_________^_------------------------------------------------------------------------------------------- 
31 (CONTINUED) 

15 NOTHING ABNORMAL DETECTED 

33 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

EII’ 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

18 NOTHING ABNORMAL DETECTED 

34 
: 

NOTHING ABNORMAL DETECTED 
U PLACENTAE FUSED 

2ND WITH 3RD 
3 NOTHING ABNORMAL DETECTED 

___________-_-______----------------- --___ ----------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED. P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



22-AUC-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 1 (100 MG/KG BW/D) 

TABLE : B 02b 

________________________________________----------------------------------------- 
FEMALE# 

-------------------------------------------------- 
FETLtS# OBSERVATION POSITION/GRADE ___________^_______-____________________------------------------------------------------------------------------------------------- 

34 (CONTINUED) 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

9 NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

14 NOTHING ABNORMAL DETECTED 

35 

36 

M 
OTHING 
N 0 P H T H 
OTHING 
OTHING 
OTHING 
OTHING 
OTHING 
OTHING 

EK 

%EE 

%K 

ABNORMAL 
ALMIA 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

ETEC 

ETEC 
ETEC 
ETEC 
ETEC 
ETEC 
ETEC 

EKE 
ETEC 
ETEC 

KE 

TED 

TED 
TED 
TED 
TED 
TED 
TED 
TED 
TED 
TED 

:E 
TED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED ' 
NOTHING ABNORMAL DETECTED 

L 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:3' 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

14 NOTHING ABNORMAL DETECTED 

R 

______________---------------------------- ----------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL 
FINDING CODE: M-MALFORMATION 

l-SLIGHT, Z-MODERATE, 3-MARKED 
V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 

P-PRESENT 



22-AUG-94 

93046 TABLE : B 027 
PROJECT NO. 3ORO246/93046: PRENATAL TDXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAvAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 1 (100 MG/KG EH/D) 
________________--_---------------------------------------------------------------------------------------------------------------- 

FEMALE# FETUSX OBSERVATION POSITION/GRADE 
-----------------------------------------~----------------------------------------------------------------------------------------- 

37 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

6 NOTHING ABNORMAL DETECTED 

39 DETE 
DETE 
DETE 
DETE 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

CTED 
CTED 
CTED 

GE! 
CTED 
CTED 
CTED 
CTED 
CTED 
CTED 

40 

43 

DETE 

XK 
DETE 
DETE 
DETE 
DETE 

6 

; 
K N G 

1': K 

:: 
NG 
NG DETE CTED 

14 NC DETE CTED 

: 
NOtTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

ii 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

1: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

3 NOTHING ABNORMAL DETECTED 

l 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

6 NOTHING ABNORMAL DETECTED 
_______________^____--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL 2-MODERATE 3-MARKED P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbAT:O~L1~~:kLASSIFIED OBSERVATION 



22-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TDXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 1 (100 MG/KG BW/D) 

TABLE : B 028 

_____________---_-____________________^_------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

__^_________________---------------------------------------------------"----------------------------------------------------------- 
43 lCONTINUED) 

44 

45 

46 

NOTHING ABNORMAL DETECTED 
NOTttING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

M BRACHYGNATHIA 

NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

DETECTED 
DETECTED 
DETECTED 

--------__-_-_-------------- _---_-_------------------------------------------------------------------------------------------------ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



22-AUG-94 

93046 
PROJE 

TABLE : B 029 
CT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 1 (100 MG/KG RW/D) 
________________---_--------------~---------------------------------------------- -----____------__---__________________^_---------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE _________________-_---------------------------------------------------------------------------------------------------------------- 
46 ICONTINUE 

47 

48 

NOTHI 
NOTHI 

%flI 

Kilt 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 

EII 
NOTHI 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTEO 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTFtl 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETFCTFD 
NOTHING ABNoRMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 

ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 

___________________---------------------- ---_-------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGlIT. L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, J-MARKED, P-PRESENT 
JINOJNG CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



22-AUG-94 

93046 
PROJE 

TEST GROUP 1 (100 MG/KG BW/D) 

CT NO. 3ORO246/93046: PRENATAL TDXICITY STUDY IN RAT 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TABLE : E 030 
'S 

________________________________________------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE _________________^___^__________________------------------------------------------------------------------------------------------- 

48 (CONTINUED) 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

49 NOTHI 

IKE 
NOTHI 
NOTHI 
NOTHI 
NDTHI 
NOTHI 
NOTHI 
NOTHI 

K)I t 
NOTHI 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED ^______-________________________________------------------------------------------------------------------------------------------- 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL 
FINDING CODE: M-MALFORMATION 

l-SLIGHT, Z-MODERATE, 3-MARKED P-PRESENT 
V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 
PROJECT NO. 3ORO246/93046: PRENATAL TDXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 2 (400 MG/KG BW/D) 

TABLE : B 031 

__^____________-____--------------------------------------------------------------------------------------------------------~------ 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

____________-__-------------------------------------------------------------------------------------------------------------------- 

51 

52 

54 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTFD 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAlm DFTFCTFD 
NOTHING ABNiIRMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

%I i 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 

%llf 
NOTHI 
NOTHI 
NOTHI 

ABNORMA 
ABNORMA 
ABNORMA 
ABNORMA 
ABNORMA 
AENORMA 
ABNORMA 
ABNORMA 
ABNORMA 
ABNORMA 
AENORMA 
ABNORMA 
ABNORMA 
ABNORMA 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED . 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

______^___--_ ______________-------------------------------------------------------------------------------------------------------- 
POSITION/GRADE COOE: R-RIGHT, L-LEFT, B-BILATERAL I-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION. 



15-AUG-94 

93046 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL AOMINISTRATION (G‘AVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 2 (400 MG/KG BW/D) 

TABLE : B 032 

______-______---------------------------------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

____^________---_------------------------------------------------------------------------------------------------------------------ 

55 

: 
6 

56 

57 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTFD 
NOTHiNG 
NOTHtNG 
NOTHING 

%k% 
NOTHING 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

NOTHING ABNORMAL DETECTED 

NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHiNG 
NOTHING 

~~:zIi 
NOTHING 

NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI NG 
NOTHI NG 
NOTHI NG 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
OETECTED 
DETECTED 

DETE 
OETE 
DETE 

2:: 
DETE 
OETE 
DETE 
DETE 
DETE 
DETE 

!E:: 

CTED 
CTED 

ZK 
CTED 
CTFD _- 
EE 
CTED 
CTED 
CTED 
CTED 
CTED 

__________________-_------------------------- -------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORNATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



15-AUG-34 

93046 

TEST GROUP 2 (400 MG/KG BW/O) 

PROJECT NO. 30R0246/93046: PRENATAL TQXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TABLE : 6 033 

___^________^--_---_____________________------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

_____________________I__________________------------------------------------------------------------------------------------------- 
57 (CONTINUED) 

iz 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

58 2 NOTHING ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

1; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

14 NOTHING ABNORMAL DETECTED 

59 NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAI 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

ETEC 
ETEC 
ETEC 
ETEC 
ETEC 
ETEC 

EK 
ETEC 
ETEC 
ETEC 
ETEC 
ETEC 
ETEC 
ETEC 

60 NOTHING 

!KfK 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

______-___^___^-_--_---------------------------------------------------------------------------------------------~------------~---- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 

P-PRESENT 



15-AUC-94 

93046 
PROJECT NO. 30R0246 

TABLE : 6 034 
/93046: PRENATAL TOXICITY STUDY IN RA TS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL 

TEST GROUP 2 (400 MG/KG BW/D) 
QBSERVATIONS 

_______________^_-__-------------------------------"-----"------------------------------------------------------------------------- 
FEMALE# FETUSU OBSERVATION POSITION/GRADE 

----- _ - _ _ _ _ - _ _ ----- -_---- 
POSIT ION/GRADE CODE : R-RI 
FIN01 NG CODE: M-MAL FORMAT 
FETAL STATUS C ODES: D-dea 

61 

62 

64 

--^--- 
GHT, L 
ION V 
d fetu 

a 
9 

-^---- 
-LEFT, 
-VARIA 
s 

----- 
B-61 

TION 

----- 
LATER 

R-RE 

NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 

ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 

--I-- 
AL 
TARLiA 

ING 
ING 
ING 
ING 

% 
ING 
ING 
---- 

1-s 
,TION 

ABNORMA 
ABNORMA 
ABNORMA 
ABNORMA 
ABNDRMA 
ABNORMA 
ABNORMA 
ABNORMA 
- - - - - - - 

#LIGHT, 
~ II-UNC 

: 
L 

: 
L 
L 
L 

i 
L 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

--^------- ---------- 
-MODERATE, 3-MARKED, 
ASSIFIED 0 1BSERVATION 

-----_-_-_____-----_________ 
P-PRESENT 



15-AUC-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXIC1 

ORAL ADMINISTRATION (GAVAGE 
INDIVIDUAL FETAL EXTERNAL 

TABLE : 8 035 

TEST GROUP 2 (400 MG/KG BW/D) 
DtlSER 

TY STUDY IN RATS 
1 
VATIONS 

_________________________^______________------ --------------_-----_^_____________^____--------------------------------------------- 
FEMALEif FETUS# OBSERVATION POSITION/GRADE 

__-____-______---_--___________^________------------------------------------------------------------------------------------------- 
64 fCONTINUEDI 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

15 NOTHING ABNORMAL DETECTED 

65 

16 NOTHING ABNORMAL DETECTED 
17 NOTHING ABNORMAL DETECTED 

66 

16 M 

NOTHING AB 
NOTHING At3 
NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING AEt 
NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING Atl 
NOTHING At3 
NOTHING AB 

NOTH I 
NOTHI 
NOTtII 
NOTHI 

KXI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTH I 
NOTH I 
NOTHI 
CLEFT 

NORMAL 
NORMAL 
NORMAL 
NORMAL 
NORMAL 
NORMAL 
NORMAL 
NORMAL 
NORMAL 
NORMAL 
NORMAL 
NORMAL 
NORMAL 
NORMAL 

K%~: 

NG ABN 

2 % 
NG AEN 
NG ABN 

F4: 2 
NG ABN 
NG ABN 
NG ABN 
NG ABN 
NG ABN 
NG ABN 

PALAT 

ORMAL 
ORMAL 
ORMAL 
ORMAL 
ORMAL 
ORMAL 
ORMAL 
ORMAL 
ORMAL 
ORMAL 
ORMAL 
ORMAL 
ORMAL 
E 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

DETE 
DETE 
DETE 
DETE 
DETE 
DETE 
DETE 
DETE 
DETE 
DETE 
DETE 
DETE 
DETE 

CTED 

Ki 
CTED 
CTED 
CTED 
CTED 
CTED 
CTED 
CTED 
CTED 
CTED 
CTED 

_____________-_-____--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 
PROJECT ND. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL 

TEST GROUP 2 (400 MG/KG BH/D) 
QBSERVATIONS 

TABLE : B 036 

FEMALE# FETUS# OBSERVATION POSITION/GRADE ____-__-______--------------- ______-___-----_----____________^_______-------------------------------------------------------------- 

67 

69 

70 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

5 NOTHING ABNORMAL DETECTED 
6 NOTHING ABNORMAL DETECTED 

;: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

7 NOTHING ABNORMAI DETECTFD 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

8 

lo" 
11 
12 NOTHING ABNORMAL DETECTED 
14 NOTHING ABNORMAL DETECTED 

________________________________________---------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL 

--------------------------------------------- 

FINDING CODE: M-MALFORMATION 
l-SLIGHT, 2-MODERATE, 3rMARKED P-PRESENT 

V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

TABLE : B 037 

TEST GROUP 2 (400 MC/KG BW/O) 

ECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL EXTERNAL OBSERVATIONS - 
__^_________________----------------------------- -__----_____________-------------------------------------------------------------- 

FEMALE# FCTUS# OBSERVATION POSITION/GRADE 
_--__-__________^__________^__^_________------------------------------------------------------------------------------------------- 

71 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

72 

73 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

2 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

7 NOTHING ABNORMAL DETECTED 
____________________--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 

Ii 
6 

l3 
9 

10 

:: 
13 

:i 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 



93046 TABLE : B 038 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL 

TEST GROUP 2 (400 MG/KG BW/D) 
, -OBSERVATIONS 

____________________--------------------------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

______L_--------^---_^__________________-----------------------------------~-------------~----------------------------------------- 

15-AUG-94 

73 (CONTINUED) 
8 NOTHING ABNORMAL DETECTED 
9 NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

74 

_ _ - - _ - - - 
POSITION 
FINDING 

___-___-______________ 
/GRADE CODE: R-RIGHT, 
CODE: M-MALFORMATION 

1 NOTHING ABNORMAL DETECTED 
2 

11 

fZ 

2 
------------------ 

NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 

x 
NOTH 
NOTH 
NOTH 

.---- 
L-LEFT, B-BILATERAL 
V-VARIATION R-RETARDA 

ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
ING ABNORMAL 
-------_-___ 

l-SLIGHT, 2 
TION U-UNCL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

---s----e 
-MODERATE 
ASSIFIED 

-^-- 

bB& 

--.-------_--_-__-- 
tl$;l;;, P-PRESENT 

- - - - - - - ----- ----- m-e..- ---- ---- ------ 



15-AUG-94 

93046 
PROJEC; NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/D) 
_________________------------------------------ 

FEMALC# FETUS# 
_-_-_--__-------------------------------------- 

76 

77 

78 

e 
9 

10 

- - - -___- - - - -“ - - - - - - - - - - - - - -  -_____----_---------------------------------------------- 
OBSERVATION POSITION/GRADE 
--------------------------- ____-_----__-------_------------------------------------- 

NOTHI 
NOTHI 
NOTH I 

ix1I 
NOTHI 

KG; 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTNI 
NDTHI 
NOTHI 
NOTHI 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

OETEC 
DETEC 

Fx 
DETEC 
DETEC 

x:::: 
DETEC 
DETEC 

KK 
DETEC 

XK 
DETEC 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

3 NOTHING ABNORMAL DETECTED 
4 NOTHING ABNORMAL DETECTED 

TABLE : B 039 

--------_----- ________--_----_----------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL 

TEST GROUP 3 (1,000 MG/KG !3W/D) 
OBSERVATIONS 

--______________^___-------------------------- 
FEMALE# FETUS# 

--^______________________________L______------ 
78 (CONTINUED) 

2 

ii 
9 

10 
11 

:z 

:z 
16 

------ 
OBSER 

---^-- 

NOTH 
NOTH 

u BLOO 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOlH 
NOTH 
NOTH 
NOTH 

----__ 
VATION 
------ 

ING AB 
ING AB 
D COAG 
ING AB 
ING AB 
ING AB 

tlz ItI! 
ING AB 
ING AB 
ING A0 
ING AB 

---_ 

NORMAL DETECTED 
NORMAL DETECTED 
ULUM AROUND PLACEN 
NORMAL DETECTED 
NORMAL DETECTED 
NORMAL DETECTE 
NORMAL DETECTE 
NORMAL DETECTE 
NORMAL DETECTE 
NORMAL DETECTE 
NORMAL DETECTE 
NORMAL DETECTE 

79 

80 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

;: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

14 NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

3 NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

8 NOTHING ABNORMAL DETECTED 
9 NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

iz 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

-,___-__---_-_---___-______^______ 
POSIT10 

____-__--_--_----___------------- 

TA ' 

TABLE : B 040 

ADE 

_________^______________________________-------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, P-MODERATE, 3-MARKED P-PRESENT 

--__---------^_---_____ 

FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046 

ORAL ADMIN 
INDIVIDUAL FETAL 

TEST GROUP 3 (1,000 MG/KG BW/D) 

: PRENATA 
ISTRATION 

EXTERNAL 

.L TOXICITY STUDY IN RATS 

(G~~i!!ii~T*O~~S 

TABLE : B 041 

--- ____^_______-___-_------------- _______________^________________________--------------------------------------------------------- 
FE MALE# FETUS # OBSERVATION POSITION/GRADE 

--- __^______________-------------- --------------------_^__________________--------------------------------------------------------- 

81 
: 
3 
4 

a2 

NOTHI 
NOTHI 
NOTHI 
NOTHI 

%I 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 

NG ABNORMAL NG ABNORMAL OETECTEO 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NC ABNORMAL NC ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 
NG ABNORMAL NG ABNORMAL DETECTED 

NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

83 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

________________________________________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSE,RVATION 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL 

TEST GROUP 3 (1,000 MG/KG BW/D) 
BBSERVATIONS ': 

TABLE : B 042 

_________________--_--------------------------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE _______________-___-I___________________------------------------------------------------------------------------------------------- 

83 (CONTINUED) 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

84 1 NOTHING ABNORMAL DETECTED 

85 

14 
15 

NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

86 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

4 NOTHING ABNORMAL DETECTED 
_______________-__-_------------------------------------------------------------------------------------------------ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL - OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG EW/D) 

TABLE : B 043 

_______^____________--------------------------------------------------------------------------------------------------------------- 
FEMALE// FETUS# OBSERVATION POSITION/GRADE 

a7 

aa 

____-_--____------_ 
(CONTINUED) 

NOTHING ABNORMAL DETECTED 
NDTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED . 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

89 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

5 NOTHING ABNORMAL DETECTED 
___^_____^___--__--------------------- ________-----------------------------------------"------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT. B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDlNG CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 

NOTHING 
NOTHING 

KYE 
NOTHING 
NOTHING 
NOTHING 
NOTHING 

ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 

NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NDTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 



TABLE : B 044 
15-AUG-94 

93046 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BH/D) . - 
---- _______________-------- ________________--__--------------------------------------------------- ___-________________------------- 

FEMALEiJ FETUSt OBSERVATION POSITLON/GRAOE 
^___________^___-__---------- -__---______________----------------------------------------------- -___________________--------------- 

89 (CONTINUED) 

90 

91 

z 
6 

l3 
9 

:; 
13 
14 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

3 NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

6 NOTHING ABNORMAL DETECTED 

I: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

1;: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING 

KG% 
NOTHING 
NOTHING 

EKK 

KEE 

K:ItK 
NOTHING 
NOTHING 

ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 

___________________^------------ ________e-____-m-e-.. ________--______________________________--------------------------------------- 
pDSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : B 045 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG OH/D) 
________________________________________------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_____________^_-____--------------------------------------------------------------------------------------------------------------- 

91 (CONTINUEO) 
11 NOTHING ABNORMAL DETECTED 

92 

93 

94 

4 
5 
6 
7 8 

1: 
11 
12 
13 

NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHING 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 

K 
NG 
NG 
NG 

ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 
ABNORMAL 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL OETECTED 
NOTHING ABNORMAL OETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 
NOTH 

ING ABNORMAL DETECTED 
ING ABNORMAL DETECTED 
ING ABNORMAL DETECTED 
ING ABNORMAL DETECTED 
ING ABNORMAL DETECTED 
ING ABNORMAL DETECTED 
ING ABNORMAL DETECTED 
ING ABNORMAL DETECTED 
ING ABNORMAL DETECTED 
I NG ABNORMAL DETECTED 
ING ABNORMAL DETECTED 
I NG ABNORMAL DETECTED 
ING ABNORMAL DETECTED 

________________^____________^__________--------------- --^------------^------------------------------------------------------------ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED. P-PRESENT 

R-RETARDATION U-UNCLASSIFIED OBSERVATION FINDING CODE: M-MALFORMATION V-VARIATION 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046 

ORAL ADMIN 

TEST GROUP 3 (1,000 MC/KG BW/D) 
INDIVIDUAL FETAL 

: PRENATAL TOXICITY STUDY IN RA TS 
ISTRATION (GAVAGE) 

EXTERNAL DBSERVATIONS 
._ 

TABLE : B 046 

_______________---_____^________________-------------------"----------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

96 

90 

14 
15 

15 NOTHING ABNORMAL DETECTED 

NOTHI 
NOTHI 

EEli 
NOTHI 
NOTHI 
NOTHI 
NOTHI 
NOTHI 

11% I 

ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL OETECTEO 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

________________________________________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXIC1 

ORAL ADMINISTRATION (GAVAGE 
INDIVIDUAL FETAL EXTERNAL OBSER 

TEST GROUP 3 (1,000 MG/KG BW/D) - 

TY STUDY IN RATS 
1 
VATIONS' 

TABLE : B 047 

___^_____^____________^_________________--------------------------“---------------------------------------------------------------- 

FEMALE!/ FETUS# OBSERVATION POSITION/GRADE 
1_____-1____------------------------------------------------------------------------------------------------“---------------------- 

99 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

4 NOTHING ABNORMAL DETECTED 
5 NOTHING ABNORMAL DETECTED 

100 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

L 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

9 NOTHING ABNORMAL DETECTED 
10 NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

13 NOTHING ABNORMAL DETECTED 
14 NOTHING ABNORMAL DETECTED 

:;: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

_^________________-_--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, J-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 

TEST GROUP 0 (0 MG/KG BH/D) 

PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TABLE : B 048 

_______________-___^_____^______________------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

____^__________-____--------------------------------------------------------------------------------------"------------------------ 

1 NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

15 NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

8 
10 
12 

:: 

: 
9 

:: 
15 

:; 
21 

DETECTED 
DETECTED 

LVIS 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 

L 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

6 NOTHING ABNORMAL DETECTED ' 

3 
5 

G 
11 
13 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
_____________^_------------- __-___--------------__________________^_--------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL I-SLIGHT, 2-MODERATE, S-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARLiATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : B 049 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 0 (0 MG/KG Bw/D) 
______________-_________________________------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
__-_________________--------------------------------------------------------------------------------------------------------------- 

5 (CONTINUED) 
15 NOTHING ABNORMAL DETECTED 

2 
4 
7 
9 

11 

:i 
17 

2 
4 

;: 

:: 
15 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING AB 
NOTHING AB 

NORMAL 
NORMAL 
NORMAL 
NORMAL 

K%: 
NORMAL 
NORMAL 

NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 
DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 NOTHING ABNORMAL DETECTED 
12 NOTHING ABNORMAL DETECTED 

:z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 
: 

V DILATED RENAL PELVIS L 
NOTHING ABNORMAL DETECTED 

6 V DILATED RENAL PELVIS L 
___^____________________________________---- --------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 

TEST GROUP 0 (0 MG/KG BW/D) 

PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAvAGE) 

INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TABLE : 8 050 

_______-___----____-______^__^__________---------------------------“-“-“---“--“--“-“-““” ""__-"-----"--"""_""-""~~-""""---"-"""-"-"- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

10 (CONTINUED) 

11 

12 

13 

14 

15 

0 
i! 
14 

NOTHING 
NOTHING 

V DILATED 
NOTHING 

2 V DILATED 

6" 
NOTHING 

V DILATED 

1: 
V DILATED 

NOTHING 

:i 
V DILATED 

NOTHING 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

ABNORMAL DETECTED 
ABNORMAL DETECTED 
RENAL PELVIS 
ABNORMAL DETECTED 

: 
NOTHING 
NOTHING 

1: 
13 
15 

Iii 
v K 
v HY 

ABNORMAL DETEC 
ABNORMAL DETEC 

THING ABNORMAL DETEC 
THING ABNORMAL DETEC 
THING ABNORMAL DETEC 
LATED RENAL PELVIS 
DROURETER 

6' 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

0 NOTHING ABNORMAL DETECTED 

:i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

14 NOTHING ABNORMAL DETECTED 

V DILATED RENAL PEL 
V HYDROURETER 

NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

VIS 

DETECTED 
DETECTED 
DETECTED 
DETECTED 

li 

: 

__““__“_“__~_-“““-_-__________^_________ ~~_““-----~“--“-“-“-“------““-““”””~--”””””-”--“““~“-“-““””~~”-”~“-““~~“” 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL 
FINDING CODE: M-MALFORMATION V-VARIATION 

l-SLIGHT. Z-MODERATE, 3"MARKED P-PRESENT 
R-RETARbATION U-UNCLASSIFIED OBSERVATIOi 



15-AUG-94 

93046 

TEST GROUP 0 (0 MG/KG BW/D) 

PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (.GAVAGE) 

INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TABLE : 8 051 

______________--_____^__________________----~~---------~--------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE ______-_______---------------- --__________---_---______________^______------------------------------------------------------------- 

15 (CONTINUED) 
12 NOTHING ABNORMAL DETECTED 

10 
z 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

7 NOTHING ABNORMAL DETECTED 

17 

18 

19 

20 

21 

2 
4 

i 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
V HYDROURETER 

2 NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

a NOTHING ABNORMAL DETECTED 

ii 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

2 NOTHING ABNORMAL DETECTED 

l 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

0 NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 

________________^___--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : E 052 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/D) 
________________-_--___________________I------------------------------~--------------------- ----__--------------------------------- 

FEMALE# FETUSt OBSERVATION POSITION/GRADE 
_^________----_----_--------------------------------------------------------------------------------------------------------------- 

22 

23 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PE LVIS 

24 

a 

:i 
14 

NOTHING ABNORMAL 
NOTHING ABNORMAL 

V DILATED RENAL PE 
V HYDROURETER 

NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

DETECTED 
DETECTED 

LVIS L 
L 

DETECTED 
DETECTED 
DETECTED 
DETECTEO 

2 

z 
a 

10 

12 

V DILATED RENAL PELVIS 
V HYDROURETER 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 
V HYDROURETER 
V DILATED RENAL PELVIS 
V HYDROURETER 

NOTHING ABNORMAL DETECTED 

25 
z 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

____________--_-----------------------------------------------------------------------------------------------------~-------------- 
POSITION/GRADE CODE: R-RIGtlT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARiATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 

TEST GROUP 1 (100 MG/KG QW/D) 

PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TABLE : B 053 

________i_^___^_____------------------------------------ --------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

^___________-_______--------------------------------------------------------------------------------------------------------------- 

26 V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 

B 

27 

28 

29 

30 

31 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

1: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

ki 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 

2 

6" 

1: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED ' 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

R 

L 

_______^_________________^______________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : B 054 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 1 (100 MC/KG BW/D) ____^_______________------------------------------------------------------- -----_-------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

_______^___---__------------------------------------------------------------------------------------------------------------------- 
31 (CONTINUED) 

:i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

32 

33 

34 

35 

2 

F 

1: 
13 
16 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

8 

:i 
14 
17 

: 

; 
11 
13 

: 
6 

1: 

:z 

R 

36 2 NOTHING ABNORMAL DETFCTFD 

;t 
a 

NOTHING ABNGRMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

11 NOTHING ABNORMAL DETECTED 
______________^_____--------------------------- ------------------------------------------------------------------------------------ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : B 055 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 1 (100 MG/KG BW/D) 
_____________-___------------------------------------------------------------------------------------------------------------------ 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
___^_^_^________------------------------------------------------------------------------------------------------------------------- 

36 (CONTINUED) 
13 NOTHING ABNORMAL DETECTED 

37 V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 

39 

40 

43 

44 

45 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

V DILATED RENAL PE 
NOTHING ABNORMAL 

DETECTED 

ZECTED 
DETECTED 

2 NOTHING ABNORMAL 

z 
NOTHING ABNORMAL 
NOTHING ABNORMAL 

1: 
V DILATED RENAL PE 

NOTHING ABNORMAL 
13 

DETECTED 
DETECTED 

KECTED * 
DETECTED 

V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

R 

R 

____________________--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : B 056 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAvAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 1 (100 MG/KG BH/D) 
____________________--------------------------------------”------------------------------------------------------------------------ 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 

46 

47 

48 

49 

:; 
19 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
V HYDROURETER 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

U BLOODY IMBIBITIDN OF KIDNEY(S) 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

i 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS L 
V HYDROURETER L 

:II 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS R 
____________________--------------------------------------------------------------------------------------------------------------- 
POSITION/GHADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : B 657 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAvAGE) ' 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 2 (400 MG/KG BU/D) 
___________^__-_------------- ____--__----_---____--------~~------------------------------------------------------------------------ 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
__________^___-___----- ____-_-_---^------I_------~--------------------------------------------------------------------------------- 

51 

52 

54 

55 

56 

57 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
13 NOTHING ABNORMAL DETECTED 
15 NOTHING ABNORMAL DETECTED 

: 

i 

:i 
15 

: 
b 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

2 NOTHING ABNORMAL DETECTED 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

8 NOTHING ABNORMAL DETECTED 
10 NOTHING ABNORMAL DETECTED 

2 NOTHING ABNORMAL DETECTED 
4 NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

L 

L 

.tt 

_____--___^__-_____--------- _____-____-__--__^_------------------------------------------------------------------------------------ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : B 058 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAvAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 2 (400 MG/KG DW/D) 
_________________-__--------------------------------------------------------------------------------------------*------------------ 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
________I^_______-_^--------------------------------------------------------------------------------------------------------------- 

57 (CONTINUED) 
14 

58 
f?J 

:i 

59 

60 

61 

62 

64 

:“2 
14 
16 

D 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETEC 
NOTHING ABNORMAL DETEC : 
NOTHING ABNORMAL DETEC 
NOTHING ABNORMAL DETEC 
NOTHING ABNORMAL DETEC 
NOTHING ABNORMAL DETEC 
NOTHING ABNORMAL DETEC 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

_____^______________-----------------------------------------------------------------“--------------------------------------------- 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, II-RILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 
FETAL STATUS CDDFS: D-dead fetus 



15-AUG-94 

93046 TABLE : B 059 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 2 (400 MG/KG EN/D) 
_____________-____--------------------- _I_______-__-___________________________---------------------------------------------------- 

FEMALE// FETUS# OBSERVATION POSITION/GRADE 
__-____________-I-__--------------- --___---_-___---_____^__________________-------------------------------------------------------- 

64 (CONTINUED) 
9 

11 
13 

:: 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
V HYDROURETER 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 
V HYDROURETER 

65 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

6 NOTHING ABNORMAL DETECTED 

66 

67 

69 

70 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

_____________-______--------------  --_-_-- “______-______^_____---------------------------------------------------------------------- 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 TABLE : B 060 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 2 (400 MG/KG SW/D) 
_____----_____-___--_______^____________------------------------------ _____________-____-_--------- _____--_______--___------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_----_--_______---------- ______________________ ________-_______^_______________________-------------------------------------------- 

70 (CONTINUED) 

71 

72 

73 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 
V HYOROURETER 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

;: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

15 NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 

74 
i 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 NOTHING ABNORMAL DETECTED 
12 NOTHING ABNORMAL DETECTED 
14 NOTHING ABNORMAL DETECTED 

___________--_______----------- ________________________________________------------------------------------------------------------ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL I-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 
TABLE : B 061 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (G‘AVAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KC BW/O) """"""_"_"_"""""""""""""""""""""""""""""""""""""""" """^""" """"""" """""" 
_______________^____c____^__________I_ _--_____"""___""____-- 

FEMALE# FETUS// OBSERVATION POSITION/GRADE 
"""-""""""""""""- _______________"_"_____________^________""""""""""""" """_""^_-____________I__________ """_-"____"""""""_"""""""""-- 

76 
G 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 NOTHING ABNORMAL DETECTED 
13 NOTHING ABNORMAL DETECTEO 
15 NOTHING ABNORMAL DETECTED 
17 NOTHING ABNORMAL DETECTED 

77 

78 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
V HYDROURETER 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

F3 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 NOTHING ABNORMAL DETECTED 
12 NOTHING ABNORMAL DETECTED 

:"b 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

R 

R 

L 
L 

79 
i 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

b 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

13 NOTHING ABNORMAL DETECTED 

80 
E 

V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS k 
V HYDROURETER 

1: 
V DILATED RENAL PELVIS Ii 
V DILATED RENAL PELVIS L 

_______^_"""_--""""""""""""""""""""" """"""~~~~""~~~~"~~""""""""""""""""""""""""""" """" """" 
_""_""___"_"""""-"""--- __"__"__""""""""-- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-B"~~~~~~RbAT;;~LIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION U-UNCLASSIFIED OBSERVATION 



15-AUG-94 

93046 
PROJE 

TEST GROUP 3 (1,000 MG/KG BW/D) 

CT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

TNDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TABLE : B 062 

__________^_-_-_------- _______________-____---------------------------------------------------------------------------------------- 
FEMALEa FETUS% OBSERVATION POSITlON/GRAOE 

____________________________________^^__--------------------------------------~------------------------------------------------ ---- 
80 (CONTINUED) 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 

81 NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS 

10 NOTHING ABNORMAL DETECTED 

82 

a3 

84 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ARNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

2 

; 
11 
14 
16 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS L 

85 
i 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

!I 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 NOTHING ABNORMAL DETECTED 
12 NOTHING ABNORMAL DETECTED 

_^___-_____-_------------- __-- ________________-________^_________L____------------------------------------------------------------- 
POSITICtN/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE. 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



89 

90 
t 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS 
V HYDROURETER ii 

E 
V DILATED RENAL PELVIS 
V DILATED RENAL PELVIS k 

10 NOTHING ABNORMAL DETECTED 
13 NOTHING ABNORMAL DETECTED 
15 V DILATED RENAL PELVIS B 

________-_____-____^----------------- ________________________________________------------------------------------------------- -_--- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 

15-AUG-94 

93046 TABLE : B 063 
PROJECT NO. 30R0246/93046: PRENATAL TGXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/D) 
___________-________________II__________------ ------ _ _ _ - - - - - ____^_____________I___^_______________^_------------------------------- 

FEMALE# FETUS# OOSERVATION POSITION/GRADE 
_______-__-_____-_---------- ____________-_------------ ____________________--------------------------------------------------------- 

85 (CONTINUED) 
14 NOTIII NG ABNORMAL DETECTED 

86 
2 

NOTHING ABNORMAL DETECTED 
V DILATED RENAL PELVIS R 

8 NOTHING ABNORMAL DETECTED 

:; 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS R 

137 

88 

i 
V DILATED RENAL PELVIS R 

NOTHING ABNORMAL DETECTED 
8 NOTHING ABNORMAL DETECTED 

ii! 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

14 NOTHING ABNORMAL DETECTED 

2 NOTHING ABNORMAL DETECTED 

z 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

8 V DILATED RENAL PELVIS 

:: 
V DILATED RENAL PELVIS 

NOTHING ABNORMAL DETECTED 

: 
7 

9 

11 
13 
15 

NOTHING ABNORMAL OETECTEO 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 
V HYDROURETER 
V DILATED RENAL PELVIS 
V HYDROURETER 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 



TABLE : B 064 
15-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL AOMINISTRATlON (GAVAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 3 (1,000 MC/KG BW/D) 
______b___^___---.--- ______________________________^_________------------------------------------------- __-_________^_______-------- 

FEMALEt FETUS# OBSERVATION POSITION/GRADE 
__________________________________^_____------------------------------------------------- --__-_______-_______--------------- ------- 

ABNORMAL DETECTED 
ABNORMAL DETECTED 

90 (CONTINUED) 

:;: 

91 

92 

93 

94 

95 

Yb 

3 

5 

; 
11 
13 

NOTHING 
NOTHING 

v f3Ki:fi; 
NOTHING 

NOTHING 
NOTHING 

V DILATED 

V 
V 

V 

DILATED 
HYDROURE 
NOTHING 

K:%E 
NOTHING 
NOTHING 

ABNORMAL DETECTED 
ABNORMAL DETECTED 
RENAL PELVIS 
ABNORMAL DETECTED 
ABNORMAL DETECTED 

ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
RENAL PELVIS 

;E;AL PELVIS 

ABNORMAL DETECTED 
RENAL PELVIS 
ABNORMAL DETECTED 
ABNORMAL DETECTED 
ABNORMAL DETECTED 

2 NOTHING ABNORMAL DETECTED 
4 NOTHING ABNORMAL DETECTED 

ii 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

:"2 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 
13 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

7 NOTHING ABNORMAL DETECTED 
11 NOTHING ABNORMAL DETECTED _ _ 

____________________------------ e---_-e- 
__________^_________---------------------------- --__-_-_____---_____---------“------------- 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, "-"IL~~~:~~R~,,:,~LIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION U-UNCLASSIFIED OBSERVATION 

R 

.R 

B 
L 

R 



15-AUG-94 

93046 TABLE : B 065 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SOFT TISSUE OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/o) 
______________________^________________^------------------------ ___________^__ _______________-_^__--------------------------------- 

FEMALE# FETUSt OBSERVATION POSITION/GRADE 
-_____- _______------- ________________________________________---------------------------------------------------------------------- 

96 (CONTINUED) 

:: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

98 NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V DILATED RENAL PELVIS 

99 

100 NOTHI NG ABNORMAL 
V DILAT ED RENAL PE 
V HYDRO URETER 
V DILAT ED RENAL PE 

NOTHI NG ABNORMAL 
NOTHI NG ABNORMAL 
NOTtII NG ABNORMAL 
NOTHI NG ABNORMAL 

DETECTED 
LVIS 

LVIS 
DETECTED . 
DETECTED 
DETECTED 
DETECTED 

L 

_______-------------- ____________-^____^-________________^___---------- -----_---------__------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION' 



25-AUG-94 

93046 TABLE : B Obb 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL AOMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG RW/D) 
_______^________________________________------------------------------------------------------------------------------------------- 

FEMALE# FETUSt OBSERVATION POSITION/GRADE 
____________________^___________________------------------------------------------------------------------------------------ ------- 

1 1 R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

3 
9TH, 1OTH 

R STERNEBRA(E -ONLY ONE OSSIFICATION CENTER 
5Ttl. ADDITI NALLY REDUCED IN SIZE A 

M :~;;A"'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

R SKULL INCOMPLETELY OSSIFIED 
5 V S$RNEBRA(E) OF IRREGULAR SHAPE 

8 R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

10 R STERNEBRA(E -ONLY ONE OSSIFICATION CENTER 
5TH, ADDITI NALLY REDUCED IN SIZE 1 

12 R STERNEBRA(E) NOT OSSIFIED 
5TH 

V RUOIMENTARY CERVICAL RIB(S) 
14 NOTHING ABNORMAL DETECTED 

1 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH 

V 13TH RIB(S) SHORTENED 
3 

B 
V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

M ;T;RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

R ;;tM;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

5 V STERNEBRA(E) OF IRREGULAR SHAPE 
4 T tl 

R ;;;RNEBRA(E) NOT OSSIFIED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

V 13TH RIB(S) SHORTENED 
7 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

5TH,bTH 
9 V STERNEBRA(E) OF IRREGULAR SHAPE 

5TH 
11 M ;;;;A"'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

^_____________________^______^______I___------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, E-MODERATE. 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARiATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 

TEST GROUP 0 (0 MC/KG BW/D) 

PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TABLE : E 067 

FEMALE# OBSERVATION POSITION/GRADE ------- ---------------------------------------------------------------------~------------------------------------------------------ 
2 (CONTINUED) 

13 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH.bTH 

3 

15 R STEkNEBRA(E) INCOMPLETELY OSSIFIED OR REOUCEO IN SIZE 
2ND,5TH,6TH 

' R $$RNEBRA(E) NOT OSSIFIED 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
3RD 

17 V STERNEBRA(E) OF IRREGULAR SHAPE 
6TH 

2 V STERNEBRA(E) OF IRREGULAR SHAPE 
1ST 

R STERNEBRA(E) NOT OSSIFIED 
5TH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
h T Ii 
” , .* 

R SKULL INCOMPLETELY OSSIFIED 
NOTHING ABNORMAL DETECTED 

V ;$RNEBRA(E) BIPARTITE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
2ND,3RD,4TH 6TH (6TH ADDITIONALLY INCOMPLETELY OSSIFIED) 

R ;;;RNEBRA(Ej NOT OSSIFIED 
- 

V RUDIMENTARY CERVICAL RIB(S) B 
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

lOTH,llTH 
V 13TH RIB(S) SHORTENED B 

1: 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH,6TH 

R ;~;;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

12 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

V 13TH RIB(S) SHORTENED L 
14 V STERNEBRA(E) OF IRREGULAR SHAPE 

4TH,5TH 
16 V STERNEBRA(E) OF IRREGULAR SHAPE 

3RD,4TH,STH 
__________________^_--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODC: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : B 068 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/D) 
________________-_________^__________^__------------------------ ------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_______________------------------------------------------"---------------------------------------------------------------------"--- 

3 (CONTINUED) 
R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

1ST 
R ;!;;A"'" VERTEBRAL EiOOY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

18 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
l%T 

20 

4 

v STERNEBRA(E) 0F IRREGULAR SHAPE 
3RD,4TH,5TH 

V RUDIMENTARY CERVICAL 
V 13TH RIB(S) SHORTENED 

RIB(S) 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TtI, ADDITIONALLY REDUCED IN SIZE 

V RUDIMENTARY CERVICAL RIB(S) B 
R THORACIC VERTEBRAL BODY/BODIES OUMBBELL-SHAPED (SYMMETR.) 

6TH,lOTH,llTH,13TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH,5TH 

V 13TH RIB S SHORTENED 
I 1 V 13TH RIB S SHORTENED 

NOTHING ABNORMAL DETECTED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

5TH 

5 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
8TH,llTH 

2 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

M STERNEBRA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED 
5TH, ADDITIONALLY REDUCED IN SIZE 

R :;;;A"'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

i 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

1: 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH 

V 13TH RIB(S) SHORTENED L 
__________________-_------------------- ________^------^---------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDlNG CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 


